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Yi0n n6n bao phim Telmisartan2D mgl40 mg/80

CAI\H NAO

Dd x:a tiim tay trd em-

Dgc: k! hwdng ctdn sir dqng trwdc khi dilng.

Ndu cdn tuAm tu6ng tin, xin hdi !' kiiin bdc si hofic dtqc si'

Thiing bdo ngay cho bti<: sivi nhibng tdc tlyng kh1ng mon* mubn ggp

THANH PHAN

M5i viCn n6n bao phim chrla:

Thitnh phdn hoat chdt:

Telma 20: Telmisartan2} mg

Telma 40: Telmisartan zl0 mg

Telma 80: Telmisartan {}0 mg

Thdnh phdn td duqc: l.latri hydroxid, povidon K25 (Plasdone K25)'

lactose monohydrat (supertab 11 SD), crospovidon (polyplasdon

(supertab 11 SD), crospovidon (polyplasdon XL 10), magie stearat'

DANG BAO CHE

Telma 20: vi6n n6n bao phim hinh trdn mdu vdng, mQt mat Hldc s6 "20",

Telma 40: Vi6n n6n bao phim hinh nang mdru vdng, mQt m4t khdc sO "40",

Telma 80: Vien ndn bao phim hinh nang miru vdng, mQt m?t khic sO "80",

CHI DINH

Tdng huy€t dp

Di6u tri t[ng huytit 6p nguydn ph6t tr€n nguoi l6n'

D7 phdng cdc b€nh tim mqch

GiAm tf lQ mdc bQnh tirn mpch d bQnh nhdn:

o C6 bi6u hign bpnh tim m4ch do huytit kh6i xo vfia (tiAn su bgnh

ddng mach ngoai bi6n) hoflc

o D6i th6o dudng type2 dd c6 tdn thucrng co quan dich'

d hu6ng dAn sfr dgng

i khi str dqng thudc.

glumin, nu6c tinh khi6t,

10), lactose monohYdrat

Q2882506 Yellow)

con lai khdc chir "T".

con 14i khdc chir "T".

cdn 14i khic chfl "T".

h vdnh, dQt quy hoflc bQnh

Y.
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LrEU DUNG vn cAcn DUNG

Liirur ding

Diitr tri tdng huyAt dp nguyAn phat

Li6u thdng thucrng c6 hiQu quA ld 40 mg dirng mQt lAn trong ngdy. MQt so

o mirc 1i0u 20 mglngiry. ltrong trulng hqp huy6t 6p mpc tieu kh6ng d4t

tdng 10n toi da 80 mg dirng mQt lan trong ngdy. Ngodi ra, tdmisartan co

"ac 
tnrOc lqi ti6u nh6m thiazidnhu hydrochlorothiazid, su k6t hqp ndy

ddng h4 huyot 6p v6i telrnisartan.Trong truong hqp cAn t rg 1i6u, n6n luu

da thubng dat duoc 4-8 tu6n sau khi bat ddu di0u trf.

Dry phdng cdc b€nh tim mach

Li6u dugc khuy6n c6o ld 80 mg dtng mQt ldn trong ngdy. H.iQn chua bitSt

telmisartan co thc dpng gi6m tj' lQ cfc bQnh tim mach hay khL6ng'

fhi bat ddu di€u tri bing; telmisartan eC tam gif,m bitin c5 tim m4ch, khu'

6p vd dieu chinh su dpng thu6c h4 huyet 6p phu hqp trong trulng hqp cAn

BQnh nhdn suy thQn

Kinh nghiQm su dgng thu6c cho bQnh nh6n suy thfn nqng hoic bQnh

chc. tiAu khoi dAu thdp 20 mg dugc khuy6n c6o tren c6c bQnh nhdn ndy.

liAu cho bQnh nhdn suy thfln nhg d6n trung binh.

B€nh nhdn suy gan

Telmisartan ch6ng chi dinh cho bQnh nhdn suy gan n{ng'

Tr6n bgnh nhdn suy garr nhe d6n trung binh, li6u dung k66ng n6n v

ngdy.

BQnh nhdn cao tu6i

Khdng cAn thitlt hiQu chinh liAu cho bQnh nhAn cao tu6i'

Benh nhi

D0 an todn vd hiQu qu6 tren tr6 em vdr thanh thit5u ni6n du6i 18 tu6i chua

Cfsh dnng

Vion ndn telmisartan diing mQt lAn trong ngdy vd nen dugc u6ng ctn

kh6ng cing thric dn.

Nen xem x6t ctcthfln trgng tru6c khi xir lf hoflc su dgng ttrudc ndy.

Telmisartan nen dugc gifl trong vi thu6c kin do tinh hft am cua vion

ch,(n6n ldy rukhoi vi np;ay tru6c khi u6ng'

cr{oNc CHi DINH

- Qu6 m6n v6i U6t t<y thanh phAn ndo cua thu6c

- t'hg nfl co thai o kj'2 vd 3.

- l{hflng r6i loan gdy ir mflt vd t6c ngh6n ducrng mft

- Suy gan nflng
2ll2

bQnh nhAn c6 thO d6p fng
lidu telmisartan c6 th6

O dugc dung kt5t hcr,p vdi
thAy c6 t6c dtmg hiQp

hiQu qu6 hp huy6t 6p tdi

HOu thAp hcrn 80 mg cta

0n c6o theo d6i chft huytlt

ict.

n thdm phdn mriu cdn han

ng cAn thi0t hiQu chinh

qu6 40 mg mOt lAn trong

chAt long, ctng ho[c

C6c vi6n n6n phAi clugc

thit5t lflp.

https://trungtamthuoc.com/



- viQc su dgng d6ng thdi telmisarlan v6i c6c sdn pham c6 chua aliskiren I

bQnh nhdn d6i th6o ducrng hofc suy th{n (GFR < 60 ml/phritll,73 m2).

CAUU BAO VA THAN TRQNG KHI SII DUNG

Phu nir c6 thai

C6c thu6c eOi mang thU thC angiotensin II kh6ng nen bit driu diou tri trc

diAu tri e6i mang thU the angiotensin II duoc coi ld cAn thitSt, b@nh nhfln

dugc thay AOi thuOc di6u tri gi6m huytit apthay the md an todn cho phu n

do6n mang thai, nOn dirng diAu tri bing thu$c eOi khang thp th6 angiote

cAn thit5t, n6n bdt dAu diOu tri bing thu6c thay th6'

Suv qan

Kh6ng n6n sir dung telmisartan v6i nhflng bgnh nhan bi ri mat, r6i lopn

suy giim chric ndng gan nflng vi telmisartan dugc thii trir chu y6u qua

dugc dU do6n gi6m dO thanh th6i qua gan doi v6i telmisartan. Telmi

trong o bQnh nhdn suy gi6m chric ndng gan hodc bi bonh garr tit5n tri6n.

Nhirng bqnh nhdn hgp dQng m4ch th4n hai bOn hoflc hgp dQng mpch thfl:

mQt thfln khi di6u tr! biing nhflng thu6c t6c dQng tren hQ renin-angiote

tdng nguy co h4 huy6t 61> nlngvd suy gi6m chrlc ndng thfln'

Suy thin vd eh6p thdn

Khi su dung telmisartan tr6n nhirng bQnh nh6n suy thfln n{ng cAn the

creatinin huyt5t thanh. K.h6ng co kinh nghiQm su dpng telmisartan tren

th4n.

GiAm th6 tich n6i mach

Ha huyet 6p triQu chrin55, d6c biqt sau khi dung 1i6u thu6c rlAu tien, co 1

bi giam ttr6 tictr nQi m.ch vir/hodc gi6m natri do diAu tri bing chc th

kicng mu6i nghiem ngdt, ti6u ch6y hoflc n6n mua. Nhtng tinh trpng nou

tich noi m4ch valhodc gi6m natri ndn dugc kkric phpc tru6o khi su dr,rng t

C6b6ngchringchothA;;,viQcsudlrngd6ngthdic6cchAtricchcACE,th
II hoac aliskiren ldm td. g nguy co ha huy6t ftp, tdng kali rn6u var giam c

thfln cAp). Kh6ng nen srir dung thu6c uc che k6p hQ renin-angiotensin-i

hgp c6c thu6c ric ch6 ACE, thu6c chgn thu th6 angiotensin II ho4c ali

kdp dugc coi ld cAn thigt thi di6u ndy chi ngn thr,rc hiQn du6i sg giam s

d6i chat chd chric ndng thQn, chAt diCn gi6i vd huytft 6p. Khdng n6n dir

ACE va thu6c chqn thU th6 angiotensin II 0 bpnh nh6n bi trQnh thfln do

Nhflng trulng hop kh6,; gdy kich thich hO renin-angiotensjLn-aldosteron

O nhirng bOnh nhan c(r trucrng luc mach m6u vd chirc nerng thpn php

cua hQ renin-angiotensin-aldosteron (vi dg c6c bQnh nh6n suy tim sunl

,i-#arr, Uuo g5ir hep r16ng m4ch thfln), viQc di}u tri bin51 nhfing thu6c

ru t6t nu huyet ap 
"ip,,tdng 

ure m6u, thi6u niQu' hoflc suy thfln c6p hi€ sap.

3l12

oh6ng chi dinh o nhfing

thai kj'. Trir I'hi ti6p tpc
.!,
ke hoacn mang tnat nen

mang thai. Khi dugc chAn

II ngay lflp tric, vd nOu

ngh6n dudng m4t ho{c

Nhtng bQnh nhin ndY

n6n duoc su dung thAn

mQt b6n d benh nhAn cdn

in-aldosteron (RAAS) sd

(l6i dinh kj' n6ng dQ kali,

bQnh nhan mdi ghdP

xity ra o nhirng bQnh nhdn

lqi ti6u manh, cn6 e9 an

trOn dic bi6t trong giim thO

misartan.

6c chgn thU thd angiotensin

:irc ndng thfln (bao gdm su,Y

l,osteron th6ng qua viQc k6t

iren. N5u [Qu Ph6P irc chO

pua chuyOn gia vd Phdi theo

d6ng thoi c6c thu6c fc ch6

i th6o duong.

chu yOu vdo hoat ddng

huydt n[ng hoflc bQnh th4n

hucrng d6n hg th6ng ndY
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Tdns aldosteron nguyCn ph6t

Nhfing bQnh nhdn tdng aldosteron nguy6n ph6t phAn lcrn khdng d6p ring

hopt dQng thdng qua ric ctr6 trQ renin-angiotensin. Do d6, khdng n6n sir

bQnh nhAn ndy.

Tucmg tq c6c thu6c gidn m4ch kh6c, cAn dac biqt luu y o nhflng bQnh

chtr hodc van hai 16, hoflc co tim phi dai tic nghdn.

ddi th6o cric thu6c

H4 dudng huyet c6 the xu6t hiqn tren c6c bQnh nhan ndy l<hi di6u tri t
xem xet theo ddi dudng huyet cho c6c bQnh nhan ndy; c6 tho cAn thi6t

t<Ct trqp v6i mQt hLodc nhiAu thudc kh6c c6 6nh huirng ddn hQ

valhoac c6c thu6c tr6 sung kali. C6c thudc vd nh6m thu6c di6u tri

hodc c6c thu6c chdng d6ith6o dulng.

Tdns kali mfu

Su dUng thu6c t6c dQng 1.r0n hO renin-angiotensin-aldosteron ldm tdng kali

Tr0n b€nh nhdn cao tu6i, bQnh nhAn suy thfln, bQnh nhdn d6i th6o d bQnh nhdn duoc di6u tri

ddng thoi v6i c6c thudc kh6c ldm tdng kali m6u, vdr,/ho[c trdn benh nhe a6 cdc bi6n cO xtry n,hq

kali m6u co thO d5n dOn tir vong.

nr6u.

Tru6c khi cdn nhdc viQc dung d6ng thdi c6c thu6c c6 t6c d.Qng trdn hQ

nOn d6nh giaty lQ gitra hiQu qui vdr nguy co.

C6c yeu t6 nguy co ch[r "ylu g6,y tdng kali m6u dugc cAn nhiic bao gdm:

D6ithtn dudng, su)/ than, tudi (>70 tu6i)

n-ansiotensin-aldo sterone

th6 gdy tdng kali m6u nhu

c6c mu6i thay th6 c;6 chira kali, thudc lqi tiCu gifl kali, c6c thu6c ric men chuv6n. c6c thu6c

ric ch6 thu tho angiotensin II, chc thudc chdng vi6m p.hi steroid (t'{S lD, bao g6m c6c thu6c ric

rorin hoflc tacrolimus) virchti chgn lgc COX 2), heparin, c6c thudc ric ch6 miSn dich (cyc

trimethoprim.

C6c bi€n c6 xiy ra" ddcbiQt le m6t nudc, suy tim mAt bu cAp tinh,
,x A 1 ,
i6m toan chuy0n hoa, chfc

ndng thfln x6u di, bQnh th1n xAu di dqt ng6t (nhu c6rr bQnh nhiSm

thi6u m6u cuc bO chi cAp tinh, ti€u co vdn, ch6n thucrnlg diQn rQng)'

tlhuAn), ly gi6i t0 bao (nhrL

Khuy6n c6o theo d6i ch[t n6ng dQ kali huy6t thanh tren nhimg bQnh

Su kh6c bi6t v0 chung tl)c

Quan s6t c6c ch|nuc chti ACE, telmisartan vd circ thu6c fc chti thu th6 otensin Il khdc cho thAy

r;o v6i c6c bQnh nhdn kh6c,

Nhirns vdn d€ kh6c

nhdn c6 bQnh tim thiOu

co tim ho4c dQt quy.

i n-angiotensin-aldo steron,

c6 nguy ccr.

thu6c dulng nhu c6 hiQu qu6 ha huy6t 5p k6m hcrn tr€n bQrrh nhan da dr

c6 tho do qudn tho bonh nhdn da den c6 mric renin thap chi6m tj'lQ cao

Nhu voi bat kj thu6c ha huy6t 6p ndro, h4 huy6t 6p qu6 mric d nhirng t

m6u cpc bQ hoflc bQnh tim m?ch thit5u m6u cuc b6 c6 th6 d6n t6i nh6i m

t6i cdc thuSc hp huy6t 6p

dUng telmisartan o nhtng

hep van d6ng mach

telmisartan.

i hiQu chinh

Do do, cAn

liAu insulin

C6nh b6o liOn quan t6 duoc
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Thudc c6

galactose,

Ihudc c6 chria lactose rnonohydrate. BQnh nhdn c6 v6n d0 ili truyOn hii
, .'.t 1 'galactose, thiOu hgt men lactase hodc k6m hAp thu glucose-girlactose khd

Pr-rrJ Ntr co rnar vA cHo coN BU

PhU nir c6 thai

gip vO khdng dung nap
,t i

nen oung muoc nay,

ViQc su dgng c6c thu6c eOi khang thUthe angiotensin II kh6ng dugc khu

dAu cua thai kj.. ViQc su dung c6c thu6c eOi rurang thU th6 angiotensin II
ba th6ng gifia vd cu6i cria thai kj'.

'0n c6o trong ba th6ng
d ch6ng chi dinh trong

Khong c6 dir liQu day dtr viQc sir dpng telmisartan o phu nt c6 thai. c6c n

cho thAy dQc tinh sinh sdn.

C6c bdng chimg dich t6 hoc vd nguy co gdy qu6i thai sau khi tit5p xric v6i

th6nLg dAu cua thai kj'v5n chua dugc k6t lufln; tuy nhiOn cflng kh6ng th6 l,

M[c du kh6ng c6 dir liQu dich t5 nem so6t d6i v6i rui so khi sir dpng tl

angriotensin II, nhung c6 th6 c6 nhfing nguy co tucmg tU d6i v6i lo4i thu$

tri d6i kh6ng thp thQ angiotensin II dugc coi ld cAn thi6t, bQnh nhdn c6 kO

thay d6i thu6c diou tri gi6m huy6t 6p thay th6 md an todn cho phg nfl man

mang thai, nen dtmg diAu tri bing thudc dOi t<nang thlr thCI angiotensin J

thi6t, n6n Uat eau diAu tri bing thu6c thay thti.

Su dpng thu0c eOi knang thU the angiotensin II trong giai do4n thri hai vi

ra ddc tinh O ngudi (suy gi6m chric ndng thfln, suy nhugc thAn kinh, chg

doc tinh o trd so sinh (suy thQn, ha huytSt 6p, tdngkali m6u). N6u su dqng

th6 angiotensin II o giai do4n thri hai cua thai kj,, n€n ki6m tra si6u am ct

so r;inh c6 me dd dung thu6c eOi nrang thU th6 angiotensin II nen duoc

huydt 6p.

Phu nlr cho con brl

Do chua c6 citc th6ng tin v0 viQc su dgng telmisartan trong thcri ki' cho

su dirng telmisartan vd cliQu tri thay th$ bing c5c thu5c khric dd dugc bi(

kj, cho con bf, dac biQt khi dang nudi trd so sinh vd trd dd non.

Khf, nlng sinh sfrn

Trong c6c nghi0n cuu tiOn lAm sdng, khdng thAy anh huong cira telmisar

cta nam vd nfl.

rAc B9NG cuA THUOc r,fiN xnA NANG t Al xn'vA vAN HA

Trong khi l6i xe hodc v(ln hdnh m6y m6c, n6n tinh d6n khii ndng ch6ng I

c6 th€ xiry rakhi dung c,6c thu6c di6u tri tdng huy5t 6p nhu telmisaftan.

TLTONG TAC TTTUOC CUA THUOC VOI CAC THU6C KHAC.
rAc xuAc
Diqoxin

jhiOn criu tr6n dQng vflt dd

ttruOc ric ch5 ACE trong 3

4i trir viQc tdng nhe riri ro,
A -A' t t ,

u6c d6i kh6ng v6i thu th€

rrdy. Trir khi ti6p qrc di6u

fro4ch mang thai n6n duoc

g thai. Khi duoc chAn do6r

t ngay lfp tric, vd n6u cAr

thri ba cira thai ki' gAy
t\n pnat tnen xucrng) va

:6c thu5c ddi kh6'ng thP
'Ic ndng thfn vd sg. T16

heo d6i chflt chC vA ha

on bf, khdng khuyOn c6o
) .^

r vd d0 an todn trong thoi

an d6n khA nang sinh sin

I}I MAY MOC

rult ho{c budn ngu d6i khi

iA cAc LoaI rtIoNG

5l 12

duoc

do6n

r can
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Khi telmisartan k6t h-o. p ctrng digoxin, dd ghi nh4n dugc tdng n6ng dQ

rhanh cua digoxin tzrrlg (49%) vd tdng n6ng dQ d6y (20%).can theo d6i

mfc li6u trong khoang di6u tri khi uat eau dieu tri, can hiQu chinh fiau vd

Telmisartan c6 th6 gAy ting kali m6u tuong t1r nhu c6c thu6r: kh6c t6c dQn

aldosteron. Nguy co c6 th6 tang l6n trong trudng hqp k0t hqp thu6c

tdng kali mriu (c6c muoi rthay thti chira kali, thu5c lqi ticu gi'ft kali, c6c

thu6c kh6ng receptor angiotensin lI, chc thudc khang vi6rn kh6ng

thu6c uc ch6 chgn lgc c )x-2),heparin, c6c thu6c fc ch6 miiSn dfch (cycl

trimethoprim).

Tdng kali mdu xu6t hiQn phu thuQc cfc ytSu tO nguy co li€,n quan. Nguy

dtng c6c thu6c ptrOi nqp dd dugc dO cfp o tron. Nguy co niiy d{c biQt ca

lqi ticu gifi kali vd khi t<ct hqp v6i c6c mu6i thay th6 chria kali. Ket hqp

men chuy6n hopc c6c thrr6c kh6ng viem khong steroid c6 nguy co thAp

C6c thudc ric ch6 thU th€ angiotensin II nhu telmisartan ldm gi6m t6c du

thu6c lqi ti0u giir kali nhu spironolacton, eplerenon, triamterene hodc

c6 chria kali ho4c c6c chdtthay thO c6 chria mu6i kali c6 th$ d6n dOn I

thanh. Ntiu c6c thut5c ndy dugc chi dinh dirng d6ng thdi do h4 kali m6u ld

thQn trgng vd theo ddi thucrng xuy6n kali huy6t thanh'

Lithium

NOng dQ lithium trong huy6t thanh vd dQc tinh cria thu6c tang c6 h6i

d6ng thoi lithium vot cdc thu6c ric chti men chuy6n augiotensin vd

angiotensin II, bao g6m telmis artan. N6u bat buQc ph6i dung ket hqp, kl

n6ng d0 lithium trong huy6t thanh.

gac thudc kh6nq vi6m kh6ng

C6c thudc kh6ng viOm trh6ng steroid (nhu acid acetylsalic'ylic o mric li€

cne COX-Z vd c6c thu6c khrlng viem kh6ng steroid kh6ng; chon loc) c6

ni-eu vd t6c dpng h4 huyet 6p ci-f- c6c thu6c khang thu thc angiotensin II

chirc ndng than bi t6n hpi (nhu bQnh nh}rnmdt nudc hoflc bQnh nhAn cao

gif,m), su dqng d6ng tho'i c6c thu6c khang thu ttr6 angiotensin II v6i c6c tl

"o 
,r* ldm t6n thuong th6m chric ndng thfln, c6 th6 d6n den suy thQn cap,

nen thfn trgng khi dung k6t hqp, ddc biQt trdn nguoi cao tu6i. BQnh nhdn

cdn nhic theod6i chric rrdng thpn sau khi bit dAu diAu tri d6rrg thdi vd din

Trong mQt nghien criu dung d6ng thoi telmisartan vd r:amipril nhan

rarnipril vd ramipril aL titng ddn 2,5 lan. HiQn chua bitlt 16 sq gia tdng nd

tr0n lAm sdng.

Tru6c khi di6u tri v<ii c6c thu6c lqi tieu lidu cao rrhu

hydrochlor othrazid (thu6c lqi tieu thiazid) c6 th6 ddn d6n ldm

huy0t 6p khi Uit Cau diiiu tri bing telmisartan.

Cdc thudc ha huy6t 6P kh6c

dg phdng ph6i dugc thlrc hiQn mQt c6ch chflt ch6.

rilh trung binh trong huy6t

dQ digoxin dO duy tri
rlng dirng telmisaftan.

tOn hQ renin-angiotensm-

c6c thu6c kh6c ctng gdy

ric ch6 men chuv6n. c6c

ld (NSAID, bao gdm c6c

rin ho[c tacrolimus) vd

c;o tdng trong trudng hqP

khi k0t hqp voi c6c thu6c

v6i c6c thu0c ric ch6

cho thdy cdc biQn ph6p

lgi ti0u giy mdt kali. C6c

itorid, thgc phAm bO sung

rtdng c6 f nghia kali huy6t

tr6n l1i thuy6t, n6n su dpng

rJd duoc b6o c6o khi dung

cdc thu6c ric chO thu th6

0n c6o theo d6i cAn thdn

kh6ng viOm, c6c thu6c ric

the lam gi6m lgi ti6u, natri

lfrdn mQt sO Uenn nhdn cir \

k.j sau do.

tlr6y AUC o-24 vd Cmax cita

co inh hucrng nhu thti ndo

(thu6c lqi tiOu quai) vd
,A

tich phAn b6 vd nguY co h4
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Tdc dgng hq huydt (tp ciavtelmisartan co th6 bi tdng lOn khi clirng ddng

khfc.

Dfi liQu thu nghiQm l6m sdng cho ric ch6 k6p hO renin-anpfotensin-al (RAAS) th6ng qua

vdi c6c thu6c h4 huy6t 6p

aliskiren c6 1i0n quan

py6t 6p, tdng kali m6u vdr

nhdn gdy irc ch€ RAAS

viQc k6t hqp su dr,rng thu(ic ric ch6 ACE, thu6c chen thg thr5 angiotensin II

dtin sg tin su6t xhy ra cao hcrn chc tdc dpng kh6ng mong rnu5n nhu h4

giAm chric ndng thfln (ba,r g6m ci suy thfln cdLp) so vdi viQc str dpng mQt

don le.

dqng h4 huy6t 6p cintelrnisartan c6 the tdng khi dirng ddng thdi vdi c6c t h4 huy6t 6p kh6c. Hon

nta, h4 huyot 6p tu thi5 dimg c6 the n?ng th6m do rugu, c6c barbiturat,

trdm cim.

C6c corticosteroid (dudne todn thdn)

A'
GiAm t6c dgng ch6ng tdng huy6t 6p.

rAc utJNG KHONG MoNG MUoN:

T6m tdt dtr li€u vi d9 an todn cita thu6c

ic ngu ho{c thudc ch6ng

C6c phAn ring bAt lqi nghiOm trgng cta thu6c bao g6m suy thQn c6p, ph6n ring phAn vQ vd phu

mqch hi6m khi x6y ra (21/10000 d6n <1/1000)'

TAn su6t chung g(p c6c ph6n img U6t tqi dugc b6o c6o v6i

placebo (4l,4yo so vdi 4|3,gyo) trong c6c thu nghiQm ldm sdmg co ki0m
1i6u vd kh6ng li6n quan

TrOn co so dflc tinh dugc lf cua thudc, c6 tho nghi d6n kha ndng c6c th

huytlt 6p cta t6t ca c6c thu6c ch6ng tdng huytit 6p bao gdm telmis

tri tdng huy6t 6p. Nguy ao *nAt hiQn c6c phf,n img phg khdng l6n quan

den gidi tinh, tu6i hay ohtrng tQc cua bQnh nhAn. Dfl liqu vO dQ an to

nhin duoc diau tri ec tam gif,m nguy co mic c6c bQnh tim mpch tucrng

duoc trOn bqnh nh6n tdnlg huytlt 6p.

C6c phAn ring bAt lgi du:gc 1i0t ke du6i ddy dugc thu thQp tit c6c thir

tren bQnh nhAn di6u tri rtdng huytit 6p vd tir c6c b6o c6o sau khi dua

ndy ctng tinh d6n c6c phan ring bAt lgi nghiem trong vd c6c phin img

thudc dugc b6o c6o trong ba thtr nghiQm lAm sdng ddi han gdm2l6421

sau ldm tdngtdc dqrng h4

Baclofen. amifostin. T6c

thudng duoc so s6nh vdi
t tr6n b6nh nhAn duoc didu

ctra telmisartan tr€n bOnh

v6i c6c k6t qu6 thu nhfln
\/,q

t(!m ldm sdrng c6 kiOm so i,iJ T

ra thi trudng. Danh {-t

, . ix -Klqi dAn d6n ngimg dung

nhAn dugc di6u tri bang

ii gian 10n d6n 6 ndm.telmisartan eo tam giim nguy co m6c c6c bQnh tim mach trong khoang

Bang t6m tdt cdc phdn wng btit lqi cila thu6c

C6c ph6n ung b6t lgi dugc sap xep theo tAn suAt, sir dpng guy u6c du6i

nat pn6 bicn (> 1/10)

Thucrng g4p (Z l/100 dOn < 1/10)

It eap (> 1/1000 d6n < 1/100)

Hi6m gap (> 1/10000 dOn < 1/1,000)

RAt hi6m eflp (< 1/10000)

Trons m6i nhom tdn suat, c6ctitc dqng kh6ng mong mu6n dugc trinh theo thri tg gi6m ddn mric

dQ nghiOm trgng.

Nhidm trimg vd nhiSm ky sinh trilng
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It gap NtriSm khuAn ducrng h6 hAp tr6n bao gOm viOm hong vd

duhng ti€t niQu bao g6m vi6m bdng quang

r .X I'iOm xoang, nhi€tn khudn

Hiem gqp Nhi6m trirng d6n d6n tu vongl

nli loqn mduvd he bqch huYdt

it eap Thii5u mdu

Hi0m gap Tdng b4ch cAu ua eosin, giAm ti6u cAu

RAi toqn hQ mi6n dlch

Hi6m gflp Phin rlng ph6n vQ, qu6 m5n

nli loqn chuydn h6a vd clinh dadng

it e4p Tdng kali m6u

Hi6m gap H4 ducrng; huyt5t (tr6n bQnh nhdn d6i th6o du<rng)

Riii loan tdm thdn

It gap TrAm cf,m, mAt ngir

Hi6m gflp Lo ldng

R6i loqn h€ thdn kinh

it eap e6t tinh

Hi0m gap Budn ngtr

RAi loqn thi giac

Hi0m gflp R6i 1o4n thf gi6c

^1,, \ . +
KAL rcan tat va me aqo

it eap Ch6ng mL[t

R6i logn tim
.l
it g4p I Chflm nhip tim

Hi0m g4p Nhip nhanh

R6i toqn h€ march

' I -- - | . I a . A, , ,t I +'. -
It gap I H4 huyot 6p', h? ftyYel eljnejg9

Rii tonn hA ht hiin. Iins nsac vd truns thdt

it eip Kh6 thO, ho

nAt hiom

sAp

BCnh ptrOi t<C3

R6i loqn tiAu h6a
,l ^-xit gap I Oau bung,tieu 

"haY,kh6 
tie
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Hi6m gflp Dau d4 ddy, khd miQng

R6i loan gan - mQt

Hi6m gflp Chric ndng ganblrtthuong/r6i lopn chric ndn6l gana

ROt loan davd m6 dadi da

it eap Rfm 16ng, ngria, ph6t ban

Hitim gflp Ban d6, prhir mach (cflng c6 th6 Aan den tu vong), hdng

nhi6m dQc, chdm, n6i mA day

lan do thu5c, ph6t ban da

r I'
Rdi loqn co xaong va mo li€n k€t

ir gap Dau co, dau lung (vi dp dau thAn kinh tga), co thit co

Hi0m gflp Eau khdp, dau c6c dAu chi, dau gdn (c6c triQu chring nhu v frrn gdn)

R6i loan thdn vd fiet nieLt

It gap ^Suy thQn bao g6m cf, suy th4n c6p

Cac r6t loqn chung vd tqi v! trf daa thu6c

it eap Dau ngpc, suy nhugc

Hi0m gAp Benh gi6ng crim

Xdt nghiQm

It gip Creatinin m6u tdng

FIi6m gflp Tdng acicl uric m6u, tdng men gan,tdngcreatine phosphatz ie m6u, giim haemoglobin

t'z'z'+' 6$bi6t thOm mO tA, xin xem phAn "M6 thcdcphdn img bAt lqi dugc

MO td cdc phdn ilrng bh lqi daqc lqa chpn

rNhi6m trung huy6t

Trong thu nghiQm PRoF'ESS, nguy co nhi6m trtng huy6t tiing 16n d6 duq

dtrng telmisartan so s6nlh v6i nh6m placebo. BitSn c6 ndy o6 thC ld do nl

quan d6n co ch6 hi6n chua dugc bi6t 16.

2Ha huyt5t ap

c6c phhnrmg bat lqi ndy duoc b6o c6o ld ph6 biiin tr6n bQnh nhan c6 hu

diOu tri bing telmisartan eO tam gi6m nguy co c6c bQnh tim m4ch vdr duo,

3genn ph6i ke

c6c trulng hqp bi bQnh ph6i kc da dugc b6o c6o tir c6c kinh nghiem sat

li6n quan d€n viQc dirng telmisaftan" Tuy nhi6n, m6i quan hQ nhan qu6 ch

4C@vng/R5i loan chuc ndng gan

HAu het c6c trudng hqtrr chric ndng gan bAt thucng/ rdi lopn chric ndng

dua thu5c ra thi trudng dd xu6t hiQn tr6n c5c bQnh nhdn 6'Nhat, ngudi

phdn img b6t lqi ndy.

B6o c6o c6c phAn ring b6t loi duoc nghi ngd

chon"

quan s6t thAy trong nhom

!m trirng co hQi hoflc 1i6n

)i. ' - | "i'0t 5p dugc ki6m so6t duoc

oh[m s6c y khoa ddy dir

khi dua thudc ra thi trudng
. .. , t . , ^

fa dugc thlet lap.

;an tir c6c dfi liQu sau khi

9 kha ndng gflp nhi6u c6c
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86o c6o c6c phin rmg bdit lgi dugc nghi ngo sau khi sir dgng thu6c ld r6t

ph6p ti6p tuc theo ddi cAn bing lqi ich / nguy co cira s6n phAm.

euA LIEU vA cAcH xtl rni
C6c th6ng tin v0 qu6li6u tr6n ngudi cdn h4n ch6.

Trrgtl_qhung

Prsulq

Telmisarran kh6ng bi loai bo bing tham phan m6u. BQnh nhan n6n du<

diau tri triQu chimg vd diou tri h6 trg. Theo d6i tuy thuQc vdo thdi gian

nghiem trgng cira triQu chring. C6c biQn ph6p dugc ee xu6t bao giim

Than ho4t co th6 c6 ich trong didu tri qu6 1i0u. Nen theo d6i thudng x

huyet thanh. NtSu xuAt hiQn ha huyet 6p, nen dAt benh nhAn O tu th€ ndm

vd dich.

D4,C TINH DugC L!'C HQC

Nh6m dugc $ diAu tri: Thu6c eOi khang Angiotensin II, trp:c ti6p, Md A

Co ch6 tfc tlQng

Telmisartan ld mot thu6c eOi Krang dflc hiQu thU th6 angiotensin II phan

,r6ng. Telmisartan thay rth6 ch6 cua angiotensin II v6i 6i llrc m4nh t4i vi

thu th6 chiu tr6ch nhiQm cho tat ch c6c ho4t dQng dd dugc bi6t cua angi

ho4t dQng chu v4n ndo otra angiotensin t4i thu the AT1. Telmisartan

SU gdn t Ct nay k6o ddi. Telmisartan kh6ng c6 6i ltrc vdi ciic thu the

AT it dflc trrmg kh6c. Nlgudi ta chua bi6t vai trd cira c6c thg tho ndy cfi

thich qu6 mirc c5c thu the ndy khi n6ng dQ angiotensin II tdng 10n do

gif,m luqng aldosteron huytSt tuong. Telmisartan khong ric ch6 renin hr

k6nh ion. Telmisartan kh6ng tlc chti men chuy6n angiotensrin (kininase I

h6a bradykinin. Vi vfly kh6ng ldm trAm trong hon c6c phin, ring bAt lqi d

Tr6n co th6 nguoi, 1i6u 80 mg telmisartan drJrng tr6n nguiii tinh nguy

chi5 gdn nhu hodrn todn rt6c dpng gdy tdng huy6t iry c'ia angiotensin II. Td

tri trong 24 gid vd vAn con hiOu qu6 toi gio thri 48'

Di€u tri tdng huyh dp rtguYAn Phdt

Sau lidu dau ti6n cira tr:lmisartan,t6c dgng h4 huy6t 6p sE dAn dAn vd

dUng h4 huytSt 6p d4tttr da thuong sau 4-8 tuAn di6u tri vd dugc duy tri

lAu ddi.

C6c triQu chirng nOi Uat nn6t mri qu6 1i6u telmisarlan ld hq huy6t fry vit

tim, ch6ng m[t, n6n, tdnl; creatinin huytit thanh vd suy thfn cAp cflng dd <

Do huyt't 6p 1i0n tuc cho th6ry t6c dpng ha huy6t 6p dugc duy tri 6n di

a.nrg ituO. vd k6 ch 4 gid cu6i cirng tru6c lieu t<C tiep. DiAu ndy d'

d1yldinhhing dfnh tr6n 80% dugc quan s6t th6y v6i li6u 40 vd 80 mg

ciru lam sanglo doi chring placebo. co mQt khuynh huong rd rQt vO m(

thoi gian ec nuyct 6p tim thu tro vd mric ban dau (sBP). v6 phuong di

dOn huyOt 6ptdmtrucrng (DBP) kh6ng hing dinh'

iuan trgng. DiAu ndy cho

fp tim nhanh; chQm nhip

b6o c6o.

theo ddi ch{t chd va nen

dAu dung thu6c vd mfc dQ

n6n vdlhopc rua dp ddy.

6n diQn gi6i vd creatinin

, nhanh ch6ng bir muoi

: C09CA07

hom 1 (ATr) dirng dudng

i gdn k0t v6i thu th0 AT1,

tensin II. Kh0ng c6 b6t cir

chgn lgc vdi thp the ATl.

i k6 cn AT2 vit cdc thtl th0

nhu hflu qu6 ctra su kich

misafian. Telmisartan ldrm

it tuong vd khdng chen cac

, enzym c6 tfrc dgng gi6ng,

lrradykinin gdy ra.

khoe manh c6 thc dirng itc

dpng ric chti ndy dugc duv

rQt trong vdng 3 gio. T6c

trong su6t qu6 trinh diAu tr:i

trong su6t 24 gid sau khi

khdng dinh bOi ti 10 til
isartan trong c6c nghiOn

l,i0n quan gifia 1i0u dtng va

rL niry, c6c dir liQu 1i0n quan
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TrOn bQnh nhAn tdng huyot 6p, telmisartan ldm giim cdhuytit 6p tdm thu

kh6ng ldm f,nh hucrng dt5n nhip tim. T6c dUng lgi ti6u vd tdng thii trir
huy6t fry ciathu6c v6n dugc x6c dinh. T6c dgng h4 huy6t iip cua telmi

thu6c di6u tri tdng huytSt apldfic oha cfLc nh6m khd,c (dd dugc chring mi

sdng so sdnh telmisartanvor amlodipin, atenolol, enalapril, hydrochlo

Sau khi ngimg di6u tri dQt ngQt v6i telmisartan, huy6t 6p s0 dAn dAn tro

diOu tritrong vdng vdi ry1dy md kh6ng c6 hiQn tuong tdng huytit 6p dQi ng

Qua c6c thu nghiQm lAnn sirng tryc ti6p so sSnh hai thu6c diAu tri ha

nhimg bqnh nhdn diAu tri bdng telmisartan thAp hcrn c6 y nghia so v6i

ch6 men chuyOn angiotensin.

Dac riNH Drlgc EQNG Hgc

H6p thu

Telmisartan duqc h6p thu nhanh mflc dir mric dQ hAp thu c6 th6 thay

trung binh cira telmisarlan khoAng 50%. Khi dtng telmisartan cirng v6i

cong 1i0n quan thdi gian-ndng d0 thuOc trong huy6t tucrng (AUCO-m)

khoing ti 6yo (li0u a0 mg) d€n khoing 19% (hAu 160 mg). 3 gio

telmisartan trong huy6t tucrng khi dirng telmisartan hic d6i ho{c dirng

nhau.

Tuy€n tinh/kh\ng tuydn ilnh

Gi6m nhg AUC kh6ng ctugc dg ki6n sd gdy giimhiQu quA di6u tri. Co

tinh gifla li6u ding vd n6ng d6 c*u* trong huy6t tucrng vd d6n d6n AUC
, ..;muc lleu tren z+u mg.

PhAn b6

Telmisartan gan m4nh v6i protein huytit tucrng (> 99.5'/,), chri ytSu

glycoprotein. O tr4ng th6i 6n d!nh, the tich phdn b6 (Vo,-) x6p xi 500 I'

Chuy6n h6a

Telmisartan dugc chuydn h6a theo con ducrng li6n hqp g,hrcuronid vdi t

ndy khdng the hiOn t6c clgng duqc ly'

Thii tril
Telmisartan dugc dflc trung boi dugc dQng hqc thf,i trir b.ai pha v6i

cu6i > 20 gio. N6ng dQ huytSt tucrng tdi da (C,,'u*) vd 0 nriic d0 nhd

li6n quan gifla thoi giarL vir n6ng dQ thu6c trong huy6t tucrng (AUC), ti

Kh6ng c6 clcbdng chung tron ldm sdng lien quan d6n viQo tich lfiy tel

c6o. Ndng d0 thu6c trong huydt tucrng o phU nf, cao hcyn tt€n nam gi6i

hi€u ou6 cira thu6c.

Sau khi u6ng (vd truydn tinh mach), telmisartan dugc thai tni g6n nhu

du6i d?ng kh6ng bi6n et6i. Du6i tYo li6u dung tich lfiy drrrTc thdi tn) q

tuong todn phAn (Clt"t) cao (khoing 1000 mllphrit) so vdi luu lucyng

ml/phft).

Diii tuqng bQnh nhffn tl{c biQt

huy6t ap tdm trucrng md

i niQu d6n dOn t6c dqng hp

co th6 so s6nh v6i c6c

trong c6c thir nghiQm ldm

I gi6 tri ban ddu tru6c khi

oho thAy tj' lQ ho khan o

nhdn dtns c6c thu6c ric

i. Sinh khd dqng tuyCt d6i

6n, di6n tich dudi cludng

telmisartan gi6m trong

khi ding thu6c, n6ng dQ

ng thric dn ld tucrng ducrng

i tucrng quan kh6ng tuy6n

tiing kh6ng tj'lQ vdi liOu o

albumin vd acid alpha-1

liOn hEr

I gian b6n thii thdi tru Phii
rliQn tich du6i dudng cong

khdng tj'lQ v6i li6u ditng.

xiry ra o liOu khuy6rr

mg khdng 6nh hucrng dOn

todrn qua phdn, chu yOu

nu6c ti6u. Thanh thii huv0t

6u qua gan (khoAng 1500

m9. DAn chAt
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BAnh nhdn nhi

Dugc dong hqc cira hai llieu telmisartan dtrgc d6tth gi6 nhu mgc ti6u thti

6p (n: 57) tir 6 d6n <18 tu6i sau khi dirng telmisartan 1 mg/kg hopc 2 m

k6o ddi b6n tu6n. C6c muc ti6u dugc dQng hqc bao g6rn viQc x6c d

telmisartan 0 tre em vd thanh thi6u nion vd dieu tra sg kh6c biQt li6n

nghi6n cuu qu6 nh6 de dhnh gi6 c6 f nghia vi, dugc dQng hqc cira trd 
'

.iung kct q;a phn hqp voi nhirng ph6t hien o ngudi l6n vd khing di

telmisartan, dflc biQt aOl vOl Cmax.

Anh hadng cua gioi tfnh

N6ng dQ thu6c trong h,Ly6t tuong voi gi1tri C,nu* vd AUC tr6n php nfl

so v6i tr6n nam gi6i.

BQnh nhdn cao tu6i

Khong c6 su kh6c biQt vo dugc dQng hqc cira telmisartan gita bQnh

' ,, .. 
^.duol 0) tuol.

B€nh nhdn suY thQn

Tr6n bQnh nhdn suy thfn nhg dt5n trung binh vd n4ng, ft6 quan s6t th6

tuong tdng lon gAp dOi" Tuy nhi6n, n6ng dQ thu6c trong .hruyt5t tucrng thr

bQnh nhan suy thfn dang tham phan m6u. Telmisartan p;dn m4nh v6i

nhdn suy thfln vd kh6ng the dugclo4i bo bing thAm phdn m6u. Thdi

thay d6i tr6n bQnh nhAn suY th4n.

B€nh nhdn suY gan

c5c nghien cuu v0 dugc dong hQc tron bQnh nhan suy gan cho th6y co

AOi fC" t6i gAn 100%.Thdi gian b6n thf,i khdng thay d6i tr6n bQnh nh6n

DONG GOI

HQp 2 vi x 14 vi6n.

nAO QUAN

Bf,o quf,n dudi 30oC.

HAN UUNC

36 thhngkd ttr ngdY sdLn xu6t'

TITU CHUAN

Nhd sin xu6t

NHA SAN XUAT
Glenmark Pharmaceuticals Ltd'

Plot No" S-7, Colvale Industrial Estate, Colvale, Bardez,, Goa-403 513,

Tcr hufng d6n su dpng ndy dugc cflp nhflt theo EU-SmI'C 1112017 '

0u o bQnh nhdn tdng huYet

,/kg trong thdi gian diOu tri

tinh trpng 6n dinh cua

dOn tu6i t6c. M[c dir

duli 12 tu6i nhung nhin
. A ., I

sg khong tuyen tlnn cua

g ring cao gdp 3 vd 2 lAn

cao tu6i so v6i bQnh nhdn

rr6ng dQ thuOc trong huY6t

hcrn dd dugc ghi nhfln trOn

in huy6t tucrng trOn bQnh

b6n thf,i cira thuOc kh6ng

tdng sinh khf, drmg tuYQt

gan.

n E0.

12l12

https://trungtamthuoc.com/


