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SICADUSE

l'elmisartan 40 mg

Khayta e

Do k¥ e dein s dung treece ki dimg, @T

Dé xat (dm 1ay tre e, a

Thong bae ngay cho bac sy hoac dwoce sv nhing e dung khong mong MUon adp phai khi
sw dung thuce. Néw can thém thong tin xin hoi y kién bac sy hode duoc sy.

Thuoe nay clu ding teo don cua bae sy

Thanh phiis — b wong cia thade

MGi vién nén co chiu:

Dirore chu il:

Telmisartan ..o S 40 mg

L duere: 1actose hydrate. caleiunm carbonate. colloidal silicon dioxide. diethylene glycol monoethyl
cther. pdlatssium hydroxide. povidone K-30. soy polysaccharides. magnesium stearate.

Dang bao cid: Vidn udn

Vicn nén mau trang hinh thudn dai.
Quy edch déne iz 1op 3 vi x 10 vién.

Duge lue hige:

Nhém tde dung doe 17 thude doi khang thu thé angiotensin 11

Ma ATC: CO9CAOT

Co ché the dung:

Felmisartan 1 mdt thude ddi Khing thy the angiotensin 1 (nhGin ATy) dae hicu va ¢o hiéu qua Kln
ding dutnig udng Tehiisartan chién chd angiotensin 1 i vi i gdn ke vai thu thé AT 1a vi i chiu
trich nhidin ¢ho cie hoat ddng duoe biét cua angiotensin 1 Telmisartar: khong thé hién hoat tinh
dﬁng van Wne phan ndo tai thy the A L. Telmisartan s_'.fm ket chon loe trén thu the AT). Su g_:"m két
nay kéo dai. Telmisartan khong cho thay ¢6 di lue vai cae thu the khac. k¢ ca Al va ede thu thé AT
kém dién hinh hon. Vaoud ehire nang cua cie thu the nay chira duoe 6. cing nhu tie dung bi kich
thich qua mue ¢o the do weiciensin 1L 1 ehidt ¢o ndng A& g cao khi ding telmisartan. Nong do
aldosteron huydt warag gism di do elmisartan. Telmisartan khong ae ¢hé renin huyCt tuomg ngudn
hode chen cae kénh o, Telmisartan khdng e ché men chuyén angiotensin (Kininase 1), men nay
cting ¢ tae dung eidn hos bradykinin, Vi vay Khong ¢o Kha ndng K tang e dung phu qua trung

gian bradykinin,
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Trén co the ngudi, mot liéu 80 my telmisarian ¢6 1a¢ dung gin nhu e ché hoan toan tang huyét ap
do angiotensin 11 Tac dyng e ¢hé nay dugce duy tri tong 24 gidr v van ¢6 thé thdy cho dén 48 pio.
Diéu tri tang huyét ap

Sau liéu telmisartan ddu ién. tac dung ha huyét ap dan xudt hién trong vong 3 gio. Nhin chung tac
dung ha huyét 4p hiéu gua nhit dat duge sau khi bt diu dicu ui 4 dén 8 tudn va duy wi khi diéu tri
kéo dai.
Tac dung endng tang huyCt ap bén vimg lién tuc rorg subt 24 gior sau khi dung thude, ké ca 4 gio
trudie khi dimg 1iéu tiép theo khi do huyét ap lie nghi ngoi. Diéu nay thé hién qua dudng cong ty 1¢
néng do day/dinh luén dat trén 80% duoce thdy sau khi dung liéu 40 mg va 80 mg telmisartan trong
cée nghién ctru 1am sang d6i chang véi gia duge. Co mot khuynh hudng rd rét vé méi lién quan gitta
lidu ding va thdi gian dé huyét ap tani thu to vé mie ban diu. Vé phuong dién nay. cac dir li¢u lién
quan dén huyét ap @m ruong thi khong nkdt quan,
O bénh nhin ang huyét apr. Llebmisartan €0 tae dung lam giam ca huycét ap dm thu va tam truong
ma khong énh huong déu nhip tim. Su dong pOp cua tae dung lgi ticu gay dao thal nude va natr vao
hicu qua lam ha huyét ap caa thude van can phai chimg minh, Tac dung ha huyét ap cia telmisartan
la tuong duong vaéi cic thube dai dién thude nhom cac thude chdng tang huydt ap khide (da duoe
chimg minh trong e i nghicm 1dm sang so sanh chmisartan vor amlodipin. atenolol. enalapril.
hydro-clorotinazid. va listopril).
Néu dimg dicu tri bing telmisartan dot ngdt huydt dp s dan din tror i gid iri ban dau trude khi diédu
tri trong vai ngay ma khdng ¢ hién twong tang huyét ap doi nguoc.
Trong cac nghién ciry lam sang so sanh true Gép hai liéu phap didu tri ting, huyét &p. tn suat xay ra
tac dung gdy ho khan ia thap hon ¢o v nghia o bénh nhan diéu tri bang telmisartan so vai bénh nhin
st dung thude Ge ché men chuyén, .
’hdong ngira bénh Iy tim mach ‘DT
ONTARGET (OBNgoing Telmisarian Adone and in Coinbination with Ramipril Global Endpoint
Trial - Nghicn el da qude giz trong dicu tri tehmisartan don i licu va két hop voi ramipril) so
sanh hidu qua cia tehuisartan, ramipril va k&Chop gitra ehmisartan va ramipril trén 23620 bénh
nhan wr 55 woi o1& ed ién su bénh dong mach vanh. dot quy. thidu méu ndo cue bd thoang
qua. bénh mach nidu ngogt bicn. hede dai thao dudmg tugp 2 ¢6 On thuong co quan dich (nhu
bénh vong mac. phi dai thit i, albumin nicu vi thé hodc dai thé). 1a nhimg bénh nhin ¢6 nguy
co mac cae bénh 1y Gim mach.
13¢nh nhan duge chon ngdu nhién vao mot wong ba nhom dicu wi sau diy: welmisartan 86 mg (n
8342). ramipril 10 mg (n = 8576) hodc nhom két hop tehmisartan 80 mg va ramipril 10 mg (n =
8502). va dugce theo ddi trung binh 14 4.5 ndm.
Telmisartan ¢ icu qua twong e voi ramipel trong vice m giam tidu chi chinh bao gém wi
vong do bérh [v tin miach, ahoi mau cor tim khdng gy w vong. dét gquy, khong gay tr vong. hodie
nhidp vien do suy tm sunge huyet. Ty i¢ tcu chi chinh 1a trong duong o nhom dang telmisartan
(10.7%). ramipril (16.3%) va elmisartan k&t hop voi ramipril (16.3%). Ty 1¢ nguy co o nhom

dang elmisartan so voi ahom savipel & 100 (97.53% CEOOT 1100 p (Kbong thwa kém)
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0.0019). Ty 1& tu vong do moi nguyén nhin cua nhém ding telmisartan va ramipril lan lugt la
1L6% v 1 1.8%.

Da thay telmisartan ¢o hidu qua twong tu vai ramipril trong nhiéu tiéu chi phu duge cu thé trude,
bao gdém (i vong do bénh 1y tim mach. nhdi mau co tim khéng gdy t vong, va ddt quy khong
pdy W vone [0.99 (97.5% C10.90 - 1.08). p (khong thua kém) = 0.0004]. téu chi chinh trong
nghién ¢ty tham chitu HOPE (The ticart Qutcomes Prevention Evaluation Study) 1a nghién
ctru aie dinh hiu qua cus ramnipril so voi gia duoc.

Mat khae. nghién ciu | RANSCEND phéan bé ngdu nhién bénh nhan khong dung nap voi thube
ire ché men chuyén véi nhimg tiéu chi bao edm twong tu nhu nghién cu ONTARGET thanh hai
nhom dang telmisurtan 80 me (n = 2954) hodic gia dugce (n = 2972). rong tinh trang duoc cham
so¢ chudn hoa. Thoi gian theo doi trung binh 1a 4 nam 8 thang. Khong thdy su khéac bidt ¢o y
nghia thong ké doi vai ty i¢ to hop chi tiéu chinh (10 vong do bénh 1y tim mach. nhdi mau co tim
khéng gay tu vong. dot quy khéng gay (0 vong hodc nhap vién do suy tim sung huyét) [15.7 % &
nhom dimg telmisartan va 17,0 % ¢ nhom dung gia duge vai ty 1€ nguy co la 0.92 (95 % CI 0.81
- 1.05. p=0.22))]. Co bang ching vé loi ich cua telmisartan so voi eia duoce trong nhiéu tiéu chi
phy duge cu the trude. bao edm W vong do bénh I tim mach. nhdi mau co tim khong pdy
vong. vt diL quy KEdng gy o vong |0.87 (95 % C1 G, 76 — 1.00. p — 0.048)]. Khéng ¢ bing
¢chimg vE loi ich doi vai 1y 1¢ i vong do bénh Iy tim mach (ty 1¢ nguy co 1a 1.03.95% C10.85 -
.24,

Ho khan va pha mach il duge ghi nhidn hon ¢ béub nhdn dong tehnisartan so vai nhdom ding
ramipril. nguee lai. tradg hop hy huy@t dp lai thudng eap hon ddi vai telmisartan.

K&t hop telmisartan voi ramipril khong hiéu qua hon ding telmisartan hogce ramipril don tri ligu,
Iy I§ wr vong do bénh Iy tim mach va do moi nguyén nhdn ¢o gid tri cao hon khi dung két hop.
Thém vao do. ¢o mdt Ly 1¢ cao hon dang k¢ xay ra hién wong tang kali huyét, suy than. ha huyét
ap vilngdt khi dong k& hop, Do vay khong khuyén cdo s dung két hop telmisartan va ramipril ¢
nhom bénh nhian nay.

Trong thu nghi¢m ¢o Wn PROFESS (Prevention Regimen For Effectively avoiding Second
Strokes) trén béah nhin 0 S0 woi o 1én. ty I¢ mic bénh nhidm khuan ting khi su dung
telmisartan s von eid duge, 0.70 % so vai 0,49 % [RR 1.43 (95 % khoang tin ¢dy 1.00 - 2.00)]:
ty 1¢ nhidm khudn edy we vong ting o bénh nhan dditg teimisartan (0.33%) so véi nham dang gia
duoe (0.16%) [RR 2.07 (95 % khoang tin cdy 1.14 -~ 3.76)]. Tan sudt xay ra nhiém khuén tang cé
the hode la do phdt hién tinh e hode ¢o Hién quan dén mot corehé hién tai chua due xac dinh.,
lre em

DO anodn v hidu qui cua teimisarten dang cho e em v thanh thice nién dudi 18 i chua
duge chimy mith

Co hai twr nghicdin on. agdu abidn vi e6 ddi chilmg (ONTARGET va VA NEPHRON-D (The
Veierans Affairs Nephropathy in Diabetes)) danh gid vide sa dung ké hop thude e ché men
chuyén voi thuoe dai khang tha the angiotensin ji.

ONTARGE T [& mdt nehidn edu divoe ién hanh wén béal whin ¢o uén st bénd Iy tim magceh hodic

benh Iy mgeh midt ndo. hodie dii thas dutmg wyp 2 co wi thaong e quan Jich. Chi tdt xin'sem
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phin “Phdng ngia bénh ¢ tim mach™ nhu trén. VA NEPHRON-D la mét nghién ciu trén bénh
nhin dai thao duomg (uyp 2 va bénh thin do ddi thac dudng. Hai nghién ctu nay khéng cho thiy
loi ich ¢o ¥ nghia déi voi ticn luong trén than vivhode tim mach va ty 18 1 vong. trong khi nguy
¢o tang kali huyét. on thuong thin cﬁp va/hodce ha huyél ap tang so vai don tri ligu. Do dac tinh
duge lue hoe cua hai nhom thude nay twong ty nhau, két qua nghién ciru cing phtt hop cho céc
thude e ché men chuyén va cac thube dbi khang thu thé angiotensin I1 khac. Do vay. khong nén
st dung kéi hup thude ddi khang thu thé angiotensin [i voi thude e ché men chuyén o bénh
nhan ¢ benh thin do dai thao duong.

ALTITUDE (Aliskiren Irial in Type 2 Diabetes Using Cardiovascular and Renal Disease
findpoiﬁls) ta mot neghién chu duge thiét k& dé danh eia loi ich khi thém aliskiren vao phac do
chudn cta mot thube (e ché men chuyén hodic mot thube déi khang thu thé angiotensin ! cho
bénh nhan mac dai thae dudng typ 2 v bénh thin man tinh, bénh v titn mach hodc ca hai.
Nghién ctru kél thie sém vi ¢ su lang nguy co dan dén phan (mg ¢6 hai cua thude. T vong do
bénh ly tim mach va ddt quy edp phai thudng xuvén hon ¢ nhom dung aliskiren so voi nhom
dong gia duge va nhimg phan ang ¢d hai. phan Gng ¢6 hgi nghiém trong duge quan @am (tang
kali huyét. ha huyét dp va e6i loan thian) xudt hién thudng xuyén hon & nhém dung aliskiren so
vl nhom diung pid duoe.

Hiéu qua hg huySt dp cua hal midGe lidu telmisartan da duoc danh gia wén 76 bénh nhan tang
huy€t dp, phin 16n 12 tr¢ em hia cin woi tr 6 dén <18 (trong lugng > 20 kg va < 120 kg. trung
binh 74,6 kg). sau khi dang welmisartan 1 mg/kg (n = 29 duoe didu tri) hodc 2 me/ke (n = 31
duge ditu (i) trong 4 tudn didu tri. Tinh trang tang huyét ap tha phat khong duge nghién ciu.
MOt phin bénh nhan trong aghicn ciu duge ap dung lidu dang cao hon lidu kKhuyén edo dé didu
tri tng huyCt dp o neudi 1n, dat dén lidu wong duong 160 mg/ngay va mue liéu ndy da duge
Kicm chimg tén neudi fom. Sau khi hiéu chinh nhimg anh huong caa nhom tudi. gia tri huyeét ap
tAm thu trung binh tr wia i ban ddu (muc tidu chinh) ¢o nhing thay doi fan luot 1a -14.5 (1.7)
mmlig o nhom dung telmisartan 2 mg/ke. -9.7 (1.7) mmllg o nhom dung telmisartan 1 mg/kg.
Vi ~6.0 (2.4 0 nhom daag eid duee. Su thay doi huyét ap tim wuong sau hicu chinh so véi ban
ddu tuong Gng shu saw: -84 (1.5) mmtlg, -4.5 (1.6) mmilg and -3.5 (2.1) mmllg. Su thay déi ¢6
phy thude licu. D lidu an tod W nghién eiu ndy ¢ bénh nhi woi tir 6 dén <18 nhin chung 13
trong tr nhu ehi nhin o ngudi [on. D6 an todn cua dicu ui kéo dai voi telmisartan cho tre em va
thanh thicu nién chua duoce danh gid.

Hign tugng tang bach ciu 4 toun duoe bao cao ¢ doi twone ndy chua tng gap phdi o ngudi lon.
Y nghia va mdi licn guan 1am sang chua duoe xae dinh.

D@ lidu 1dm sang wln chua da d¢ di den két ludn vé do an todn va hiu qua caa telmisartan dang

cho tré em bi tdng Lhuydl dp

Duge dong upe:

Hap th

Felmisartan duoe hdp dis sbanhy side Jo laone byt edahe thay ddi Sinh kbia dung wiveét doi
trung: binh cua telntisaera: Khodne 3076 K wdng case oo thas G diée el dudid Judme cong
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nong do huyét wong, theo thoi gian (AUC) cua telmisartan co thé giam tr 6% (voi licu 40 mg)
dén khoang 19% (vai litu 160 mg). Nong do huyét wong cua telmisartan ubng lae doi hay cing
thire an sau 3 i¢ 1a trong duong nhau.

Tinh tyyén tinh:-khing tuvén tinh

AUC giam it thi khong lint giam hiéu qua diéu tri. Khong ¢o quan hé tuyén tinh gitia liéu dung
va nGng do IuIyC'l tuong. gy va o mie dé nho hon, AUC 1ang khong Ly 1€ véi lidu diéu r weén
40 mg.

Phdn bé

Telmisartan hiu hét gin két vai protein huyét tuong (>99.5%), chu yéu véi albumin va alpha-1
acid glycoprotein. Thé tich phan bd trung binh ¢ trang thai 6n dinh khoang 300 L. |
Chuyén how '
Telmisartan chuyén hoa bang phan g lién hop voi glucuronid. Chat chuyén hoa khéng co tac

dung duge 1y.

Thai tree (“DT

Telmisartan ¢6 die tinh duge ddng hoe giam theo Gy thira 2 voi nira doi thai trr cudi cung trén
20 210, meg do cue dai trong hu_vél twong (Cua) va o muace do nho hon, dién tich dudi dudng

cong nfmg do wong huyCt wong theo theo thoi gian (AUC) tang khéng ty 18 véi liéu diéu uri.
Khong ¢ bang chime licn quan vé su tich 1oy cua telmisartan trén 14m sang. Sau khi udng (va
tiém tinh mach). wehmisartan thai o gdn nhu hoan toan qua phan. phan 16n ¢ dang khéng bién
doi. Tong lugng ti¢t qua nude ticu dudi 1% liéu. DO thanh thai wan phin trong huyét tuong
(Cliw) cao (khoang Y00 ml./phat) so voi luu lugng, mau qua gan (kKhoang 1500 mi/phat).

Déi licang die bidi:

{re em

Duoe dong hoe o hai mae licu telmisartan duge danh gia nhu 14 tiéu ¢hi phu ¢ bénh nhi ting
huyét ap (n  57) twdi tir 6 dén <18 sau khi dung telmisartan 1 mg/kg hodc 2 mg/ke wong 4 tén
didu tri. Ticu ¢hi duoe ddng hoc bao gﬁ'm xde dinh trang that 6n dinh caa telmisartan o e em va
thanh thiéu nién. va nghicén ciru nhimg khac bict lién quan dén woi. Mac da nghién ctru 12 riit nho
cho mdt danh gia cd v nghia vé duoe dong hoc o tr¢ dudi (2 wbi. nhin chung cae két qua la pha

hop vor nhiiime cong bo o ngadi 1on vi xdée nhan tinh khong lu}*é‘ﬂ tinh ¢va telmisartan. dac biét
. e —

Cricri tinh

Nong do telmisarian wrong huyét womg, thé hién bang C . va AUC [an lugt pdp Khoang 3 va 2
lan o nir gici so vt nant eion.

Newoi cao tuo

Duoe dong noe cua telmisartan khong Rhae bidt gitra bénh nhdn (¢ idi (<63) vi cao tudi.

Bénh nhdn suy than

O bénh nhan suy than nhe va vira. suy thin ning. nong do telmisartan trong huyCt wong tang gap
doi. Tuy nhicn. ndne do wong huyét tuong thip hon ¢ bénh nhin swy thin loe mau. Telmisartan
odn ket cao van protein huyet tuong o bénh nhan suy tidn va khong dwge logi trdr qua loe mau.

Nz dai thad wrte Khonge thay dai ¢ bénls nhdn suy than.
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+ Bao quan thude trong vi kin do tinh chdt d& hat dm cua hoat chit ¢6 trong thube. Nén udng
ngay sau khi 1y vién thude ra khoi vi. .
+ Khi quén udng mdt licu thude. khong can lo ldng. Udng thube ngay khi nhé ra va lié‘p (e su
dung thudc nhu chi dinh. Néu bénh nhin khong st dung thude trong mot ngay, ngay tiép theo, su
dung thude voi licu binh thuome duoe chi dinh. Khong pép doi lidu dé bu vao licu thude da quén.

Chong chi disn:

«  Qua mén vOi termisartan hodc voi bit et thanh phfm nao cua thude.

» 3 thang gita va 3 thang cudi thai ky.

= Bénh ly the nghen duone mat.

& Suy gan ndng.

»  Chéng chi dinh st dung telmisartan voi cac thude ¢o chira aliskiren & bénh nhan déi thao
duong hode suy than (GFR < 60 ml/phat/1.73 m?).

Thin troag: OH

+ Than trong kki dang thude:

Thot ky manse thai
Khong nén bat dau dicu tri vt cae thude doi khing thu thé angiotensin 11 trong thoi ky mang
thai. B&nh nhin o ¢6 k¢ hoach mang thai nén chuyén sang cdc lidu phap dicu tri tang huyét ap

A |

thay thé da ¢6 & 1icu an w0an thude duoe chaag iminh st dung rong thai kKy. trir khi viée tiép tuc "-'_“.-
st dung cic thude doi khang thu the angiotensin 1 duoe cho ld thit sur cin thiét. Khi bénh nhin i
duge chin dodn & mang thai. ngay lap e dimg didu wi voi cae thube dbi khang thu thé 4
angiolensin H v néu cin thiét nén bat dau véi mat i lidu thay thé. |
Suy gan '
Do telmisartan dugye thai trir chu yéu qua mat. khong dung telmisartan cho nhimg bénh nhan mac | :
bénh 1y tac nghdén dudmg mit hodc suy gan nang. Su thanh thai bi suy giam & nhimg bénh nhan fi
ndy. Can st dung telmisartan thian trong cho bénh nhin suy gan nhe dén trung binh. \
Lang huyet dp do bénh mach meu thn i
Tang nguy co ha huyét ap manh va suy thin kki bénh nhin bi hep dong mach than hai bén hodc 1

hep dong mach den thin duy nhit con chie nang duoe didu ti voi nhimg thude ¢d anh huong
trén hé renin-angiotensin-aldosteron.

Suy Higinn v gridp Nidis

Khi ding (elmisertan o bénh nivdn bi suy giam chire nang thin. cai theo doi dinh k¥ nong do kali
v ereatinin huyet thash, schidng o kinh nghiém sa dung welmisartan o bénh nhian moi ghép thin.

Ml thé teche nai migch

Ha huyet ap tri¢u chimg. dde bigt sau licu dang dau tién, ¢6 thé xay ra o bénh nhin bi giam theé
tich ndi maen vi'hode i natei do dicu o bang thude [oi tiéu manh. ché dd an han ché muoi,
téu chay hode non. Nhimg tinh wang nhu vay. dac biet wong giam the tich noi mach vvhode

gl natri. can duoe dicu chnh trade M dang wehmisartan.
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Co bang chung cho 1i'1f1y vige su dung két hop voi mot thuoe e ché men chuyén. mol thuée chen
thu thé angiotensin 11 hay mot thude Ge ché renin true tiép aliskiren lam tang nguy co ha huyét
ap. tang kali huyél va gians chie nang than (k& ca suy than céap). Khong khuyén cao viée phong
bé keép he hé renin-anpiotensin-atdosteron nhu phf}i hop mot thude e ché men chuyén, mot
thude chen thu thé angiotensin H hay mot thube e ché renin trye tiép aliskiren. Khi liéu phap
phong bé kép hé renin-angiotensin-aldosteron dugce ¢ho la can thiét. chi sir dung dudi sy giam sat
cua bac sy chuyén khoa va thudng xuyén duoc theo doi chat ché chie nang than, dién giai va
huyét ap.

Khéng nén st dung k&t hop thude e ché men chuyén va thude chen thu thé angiotensin 1L &

bénh nhin bénh thén do dai thao duong. n
.. " ; z T ; - 2 ; : : T
Nhitrmo benh by khdace cé kich thich hé thang renin-angiotensin-aidosteron

() bénh nhan co truong lye mach va chire ndng thin phu ithude ¢hu _\*éu Vi) hozjiﬁd(}ng cua he
lhéng renin-aneiotensin-aldosteron (he bénh whan suy tm sung huyét ning hodc bénh thin bao
gﬁm ¢ hep ddng mgch than). vide di¢u tri bang cae thude ¢6 anh huong dén hé¢ thdng renin-
angiotensin-aldosteron s¢ iy ra ha huyét dp edp. ting nito huydt. thicu ni¢u hode suy than cép.
Tang aldvsicron nguyen phil

B&nh nhan Waug aldosteron nguy i phat thong thudmg sé khong dap img vl cdc thuée dicu tri
tang huyét ap tae dong thong qua su e ché hé thdng renin-angiotensin. Do viy khong nén sa
dung telmisartan < nhang béonh nlidn nay.

Nhu cde thude eidn mach khac, cdn dice biét chi y nhiing bénh nhan bi hep van dong mach chu

hofic van hai 1a hay ¢o co tim phi dai tae nghén.

Bénh nhdn dei theo dirong dieoe dicy tri voi insulin hodce cde thude diéu (ri dai théao dudng

Ha duong huyét cd the xay trong khi didu ti bang telmisartan Do vy ¢ nhitng bénh nhan nay,
¢in theo doi dirong huvet thich hop: o thé phai diéu chinb lidu insulin hodce cac thude ufmg_ diéu
i dait thdo duwome Khi ¢d cin dishi,

1 kali huyct

Diéu tri cling, vai cde thude dnh huong dén he thong renin-angiotensin-aldosteron ¢o thé pay lang
kali huyét. Ting kali huy®t co thé gdy o vong ¢ ngudi cao wdi. bénh nhan suy than. bénh nhan
dai thdao dudng. bénh nhin sa dung dong thoi cie thude khide ¢o the Tam tng ndng do kali,
vahode bénh nhian ¢ mdr s6 Gl tang béah 1y gian phat. Crude khi két hop voi cie thude e
dong dén he théme renin - angiotensin - aldosteron, nén danh gid loi ich/nguy co.

Cie yéu 10 npuy co chu yéu o Ihé gay tang kali huyét cdn duge xem xét nhu sau:

«  Dai thao duong. suy thin. woi e (> 70 wéi),

« K& hop vai mdt hode nhidu thude khae anh huong dén hé renin-angiotensin-aldosteron
vavhode thude bo sune kali. Cice thude hoge nhom thude dicu i co the gay tang kali huvét la cac
muadi Hay thé chiaw kali thade 1ol Geu gite kali. thude de ehé men chuvén, thude déi khang thy
thé angiotensin L thuoe chong vidin kKhong steroid (NSALTS. bao gam ca eae chit e ehe chon

loe COX-20. hepariin thude ae ehiemidn dich tey closporin Hode tacrolimus). v trimethoprin,

-
——
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» MOt 36 tinh ang béuh by giun phat, dac biét ta mat nuoe, suy tim méaw bu ¢ap., wan chuyén
hoa, chire ning thin xau ddn di. tinh trang thdan dot ngdt xau di (do mic bénh nhiém khuan), ly
giai (€ bao (do thiéu mau chi cue b cfip. tidu co van. chan thuong kéo dai).

Khuyén cdo theo d6i chit ché kali huyét thanh ¢ bénh nhan ¢6 nguy co.

Chung loc

Telmisartan va cac thude déi khang thu thé angiotensin 11 duomg nhu cho tac dung ha huyét ap
kém o nguoi da den. ¢o thé do ty 1é renin thiap 0 nhém ngudi da den mac bénh tang huyét 4p.
C'de than trung ke

Nhu moi thube chdng tang huyét dp, su giam huyét dp qua mac ¢ nhiimg bénh nhan ¢o bénh lim
hode tim mach do thi¢u miau cue bo ¢ thé dan dén nhdi mau co tim hay dot quy. i

T durore (:)7

San pham nay ¢é chia lactose. Bénh nhan cé van dé di truyén hiém gap nhu khong dung nap
galactose. thicu hut Lapp lactase hodc kém hap thu glucose-galactose khong nén dang thude nay.
+ Cée khuyén vao dang thude cho phu niv ¢o thai va cho con bu:

Lhoi kv mang thei

Vide strdung cae thude doi khang thu thé angiotensin il khong duoce khuyén cdo trong ba thang
dau cua thai ky. Chong chi dinh trong ba thang gitra va ba thang cudi thai ky.

Khong ¢ dir lidu ddy di vé viee si dung thube ¢ phu nir ¢o thai, Cae nghién cira tién 1am sang
da cho thiy doc tinh sint: sin.

Cie bing ching dich (& hoe vé nguy co iy quai thai sau khi su dung thube Ge ché men chuyén
trong ba théng dau cua thai kv vin chua duoe két ludn. Tuy nhién, kha nang gia lang nhe nguy
cor 1 khong thé loai trir. Trong khi chua ¢6 div liéu dich & hoe co ddi chimg vé nguy co do thube
ddi khang thu thé angiotensin 11 dn i cde nguy co tuong tr do cae thude cing nhom. Bénh
nhan nit ¢6 k& hoach mang thai nén chuy@n sang cde liéu phap dicu tri tang huydt dp thay thé da
¢6 dir lidu an todn thuoe duge chimg minh st dung wong thai ky. i Khi viée tép e st dung
cde thude doi khiang, thu the angiotensin 1 duoe ¢ho 1a thit su ¢in thiét. Khi bénk nhan duoc
chan doan 1 mang, thai, ngay ip e dimg, dicu tri vai cac thude doi khang thu thé angiotensin 11
vit néu cdn thidt nén bt ddu vai mdt ui lidu thay (hé.

St dung thude déi khiang tha the angiotensin 11 trong ba thang gitta va ba thang cudi thai ky gdy
doc cho thai ahi o ngadi (suy gign chie ndng than. hidu &i. cham ¢t hda hop so) vi gay dde
cho tré 3o sinh (suy thin. g buyct dp. tang kali huyc),

Néu phai sw dung thude d6i khdag Ui the angiotensin {1 10 ba thang gifia cda thai k. cin siéu
am de kicm tr chite ndnye hidn v hop se

Ire sosinh ¢ me di dang thude ddi khiang thu the angiotensin can duoce theo ddi chat cheé do
nguy coha huy et ap.

FPhat ky cho con hii

Khong €6 thdng tin v vice sw dune thude & neudi me cho con b, Do viy. khuycén cdo khong
nén diing telmisartan cho doi twong bénh nhan nay ma bat dau vai mot i lidu thay the 16t hon

vor dd an todus dasre chimg mah dae Bidt Khi naoid tre sorsimh hode we dhicu thiang bing sta.

.
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4 Anh_huong_cua thuoe ddi voi cOng vide (nguoi vin hank may moc, dang idi tdu xe v cac
uuong hop khac):
ML $O tac dung phu khi dirg thude ¢6 thé anh huong dén kha nang lai xe va van hanh may maéc

{(nhu chong mat. buon ngu). do vy ¢an than trong khi ding thude cho cac dbi tuong nay.

Tuong tac cas th ube:

Digoxin

Khi dung két hop teimisartan voi digoxin, gid tri trung vi ghi nhan duoc cua nong dé dinh (49%)
va ndng do dav (20%) cia digoxin trong huyét tuong tang. Do vay. phai theo doi nong dé
digoxin khi bat ddu. didu chinh va dimg diéu i bang welmisartan dé duy tri néng do digoxin
trong khoang (1 li¢u. Nhu moi thude anh huong hé renin-angiolensin-aldosteron. telmisartan ¢
thé gay tang kali huyét. Nguy co ¢ thé tang 1én khi ding két hop voi mot hoae nhiéu thude khae
¢ (hé piy tang kali huyét nhu cac mudi thay thé chira kali. thude loi ticu giir kali. thude te ché
men chuyén. thude dbi khang thu thé angiotensin . thude chng viém khong steroid (NSAID.
buao gdm ¢a eic chal e ¢hé chon loe COX-2). heparin, thude tre ché midn dich (cyclosporin hode
tacrolimus). va trimethoprim.

13ién ¢d ting kali huyét phy thude nhiéu yéu (6 nguy co lién quan. Nguy co tang khi phdi hop cic
thude ké wen trong didu tri. Ngay co dae biét cao khi dung k&t hop vai thude loi ticu gitr kali va
cae mudi thay (hé chdra kali. Phdi hop vai thube ae ché men chuyén hoac thude khang viém
khong steroid, chang ban. mang nguy co thap hon, mién 14 tudn theo sat nhiimg than trong khi sa
dung thude.

Cac trwemg hop khang kliay'én cao su dung két hiop '7)7
Thudce lyi tidu git kah hode thude b sung kil =

Cae thyde ddi khang thu thé angiotensin 11, nhu telmisartan. lam giam kali huyét do loi
tiéu, Thude 1o ticu eidr kali. nhu spirinolacton. eplerenon. triamteren. hode amilorid, thude bo
sung kali hode cie mudi thay thé chia kali ¢o thé lam ting manh ndng do kali huyét thanh. Néu
¢o chi dinh ddng thai do ticn st co ha kali huyer ¢an than wong su dung va thuomg xuyén theo
ddi chit ¢hd ndnge o kali in'._\-C‘\ thah

Lithium

D ¢6 bdo cdo cie trudmg hop ting ndng do lithium va dde toh ¢d hdi phue trong khi sw dung két
hop lithium voi thude Ge ¢hé men chuyén, vi vai thube déi khang thu the angiotensin 1. ké cd
telmisartan. Néu phdgi hop duoe chimg minh 14 cAn thiét. khuyén edo theo ddi k§ nong do lithium
huyét thanih.

(de trwang hop an than treng khi dime két I

Thude chong, vicm khong steroid (NSAIDS)

NSAIDs (bao eom acetylsalicylic acid @ mae 1iéa chong viém. thude e ché COX-2 va NSAIDs
khong chon loe) ¢d thd K gidn e dung chong dne huveét dp cua thude doi khing thy the
angiotensin 1. <3 1m0t s béni nhan bi wn thueng chire nang than (nlue ¢ bénh nhan nidt nude
hodic ngudi cao Wdi ¢o chire nane thin suy viamy, phoi hep cua thude doi khing thy (hé
angiotensin 1 von thooe e 2he oy elo-oxveenpse ¢ thd am tinh trang ¢hite ndng than xau hon.

Ke ca nguy corsuy then eipr co the xay rae nhung thadmge co hoi phae. Dooavgy. can thin trong khi

¥, 8




https://trungtamthuoc.com/

phdi hop st dung. diic bi¢t ¢ nguoi cao tudi. Bénh nhan phai duge bl nude day du va can xem
xét theo doi chire nang than khi bat diu diéu i thube phdi hop va dink ky vé sau. Trong mdt
nghién etru. phdi bop telmisarian va ramipril [am tang eap 2.5 1an AUCg04 va Coy clia ramipril
v ramiprilat, MGi 1ién quan vé mit 1am séng cua phat hi¢n nay chua duge chimg minh.

Thude loi tigu (thude loi icu nhom thiazid hodace thude loi iéu quai)

Bénh nhan tme duge didu e voi thude loi tiéu nhu furosemid (thude loi tiéu quai) va

hydroclorothiazid (thube loi tiéu nhom thiazid) o mae lids cao 6 thé bi giam thé tich ndi mach
va ¢6 nguy co ba huvét dp khi bit ddue didu (i vél telmisaran,

Cde triwonmg hop cdn xem 61 khi ding két hup /))7

Cac thude chdng ing huydt dp khide -

Tac dung ha huyé ap cua telmisartan ¢6 thé tang khi két hop cde thude chong tang huyét ap
khac. Céc dir lidu thie nghiém lam sang dd cho thiy phong bé kép hé renin-angiotensin-
aldosteron bing phdi hop voi thude Ge ché men chuyén. thude dbi khang thu the angiotensin Il
hay aliskiren [am (ing én sudt tae dung ¢6 hai cta thude nhu ha huyél ap, tang kali huyét va

giam chire ning than (bav edm ca suy thdn cdp) so vdi khi st dung mot thude duy nhit tac dong
1én he renin-aneiotensin-aldosteron.

Dua rén die tinh duwe lue hoe. ¢6 thé suy dodn rang nhimg thude sau ¢ thé lam tang cudng tac
dung ha hu_vél dp cua it ca cde thude choéng tang huyét ap. ké ca telmisartan: Baclofen.
amifostin, Hon nia. ha huvdt &p thé ¢o the trdm trong hon do khi su dung kém raou. thude
barbiturat. thuée gy nphicn rhom upioid hodc thude chdng wrim cdim.

Corticosteroid (dine dudne toan thin) [am giam tac dung chfmg 1ing hu}'él ap.

Tie dyng kikdug moag mudn:

Cde tae dung khéng mong mubn nghiém trong cua thude buo pdm phan tmg phia v¢ va phu
mach (> 1/10.000 dén = 1/1.000) va suy than cap.

Tan sudt chung cua cée tac dung khéng mong mudn do telmisartan duge bdo cdo thudmg uong
duong voi eia duoe (41.4% so voi 43.9%) trong cac thu nghiém ¢o doi chimg ¢ bénh nhin duge
dicu wi tang huyét ap. Cac tae dung khong mong mudn khong lién quan dén lidu va khong ¢6
twong quan voi gidi tinh, twoi e hode chung (o¢ cua bénh nhan. DI lidu an tan khi st dung
wehmsagtan o bénh ahdn de phonig ngaa bénh Iy um migeh. g ty 1¢ mic bénh 1y tim mach phu
hop véi két qua thu duge o béuh nhan wng huydt ap.

Cie tae dung khone mong wudn 1iét ke dudi day 3 duve baw e dua rén cde nghién ciu lam
sang v die lidu sau khi o hank thade. Danh sach nay eling bao gom cie tic dung khing mong
mudn nghicny tone din den vice dime didu i voi thude duoe bio c¢do trong 3 nghién ctru 1am
sang dii han buo pdm 21642 béuh nhin duge su dung telmisartan dé giam (v 1¢ mic bénh Iy tim
mach trong 6 nan,

Tan sudt xay ra e dung khdng mong mudn duge phin loai theo quy wde sau: Thudmg gap (>
1100 ddn - 17100, i edp (> 10000 dén + 17100). hiém gap (> 110000 dén < 1/1000). rit hidm

2ap (< 1000G), chuw 10 (tkhong (e woe tnly we d@ iicu san ¢o).
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Bénh nhiém kliwin

{1 gap: Nhiém khudn duéng tidu bao odm viém bang quang. nhiém khuidn dudmg ho '

hip wén gdm ¢ viém hong va viém xoang |
Hiém gap: Nhiéni khudn huyét ', ¢6 thé gay tr vong i
Rbi loan mau vé hé bach huyél '
It gap: Thiéu mau ‘
Hicm gap: ang bach cdu 4l toan, giam tiéu cau CD‘T ‘

Raoi loan hé mien dich

Hiém gip: Phan tmg phan vé, qui man

R&1 loan chiuyén hoa va dinh dudng |

it gap: Fang kali huydt Il

Hiém glp: Hu dudmg, huyét (¢r bénh nhin dai thdo duong) I
Réi loan tdin thin |
[t eap: MAt nati. trim cam [

Hiem gap: .o du

It oip: Ngfit
Hiém gip: Budn nga _
R&i loan thi gide 71'
Hiém gap: ROI oan thi gidc A
Ri loan tai v mé duo ﬂ
It oip: Chong mét '
RO1 loan nlip lin y
i gap: Chéin nhip um
Hiém gap: Nhip tan nhanh 1;,.‘
Ri loan K mach :
L gap: FHg huyétap = hg huyétap we thé
¢

R61 Joan ho hip. 10ng ngue va leung il

It pap: Kha thol ho
Rathiém pap:  Bénh phoi ke !

Roi loan ticu hoa

I pap: | Dau bung. tca chay. Kha ticu day hoi. non
Iicm gdp: Nho micne. ke thich da déys vO1 loan vi aide

Kot loan gan mat

| iem edp: Chie nioe van bat thuome 1ol loan gan
/20 = v -’,-),‘\
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R loan da va mé dudi da

[L gap: Noada, o hoi nhicu, phat ban
Hiém gap: Pha mach (€0 thé iy W vong), cham, ban do. may day, hong ban nhiém sic,

phat ban da do nhiém doc

R&i loan co xuong va mo lién ket

[t pap: yau lung (iha dau than kinh oa). co that co. dau co
Hiém gap: Dau khop, daa chi. dau gan {(voi cae tricu ching giong viém gan)

kot loan than v LSt nidy

It gap: Suy giam chie nang than, ké ca suy thin cﬁp

R loan Long quat va phan ang tai. u,hu

It gap: Buau ngue, suy nhuoc co the (D_,

Hiem vap: B¢nh gia cum o

Xét nghiéni:

[ gap: Ting creatinin mau

Hiém giip: Gidm hemoglobin, tang acid uric mdu. tang enzym gan, tang creatin

phosphokinase mau
Chiyie 1, 2 3,4 Xen ehi Gét & cie mo i stu day:
Nhiém i B Vol
irong thu nghiém PRoFESS. ¢o su gia tang, 50 trdmg hop nhiém khuin huyét khi s dung
telmisartan so vot gia duoe.
Ha lunét ap
Ha huyét ap duoe bdo cdo 14 thudmg gdp o bénh nhia ¢6 huyét ap da duoc kiém soat va duoce
dicu tri bang telmisartan d¢ giam ty 1¢ mace bénh 1y tim mach.
Chire nang ean bar dnvane van foan gan
Hau hét cae trudng hop nay xay ra o nhitmg bénh nhan ngudi Nhat.
Bént phor k¢
Cace trudmg kop bénh phoi ke da duoe ghi nhan tr viée su dung telmisartan. Tuy nhién, mdi quan

hé¢ nhan - qua vae ehua duege thict [Gp.

Quad lieu v cach wd i
Fhdng tin Lica quan dén gud héu o npudt con han che.

Lricy clieen e

Bicu hicn soi bat nhat cun qua Héw wlmisartan la ha huy ¢t ap va ohip um nhanh. Chim nhip tim.

chong mat. @ng creatinin huy &t thanh v suy thin cdp etng ¢o thé xay ra.
,\'h" irf

Felnusartan Khdno bi ioal bo khoi co thé bang chay than nhdn wo. Bénh nhin can duge theo doi

chit che. dicu tri idu chung va dice i mang do. Xur oty thuge thoi gian sau kKhi udng va mure
do nghiém trong cua cac cu chine. Cae bicén phap ¢o the ap dung bao gdm gdy non va‘hodc

nra da day. Co the suduny than noat tinh trong xu i qua Licu. Can theo doi thudmg xuyﬁn nong

,' 'J/f
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do chat dién gidi va creatinin huyét thanh. Néu xay ra tinh trang ha huyét ap. bénh nhan nén duge
dit ndm ngua. nhanh chong tién hanh bu nude va dién plai.
Tich cue theo ddi dé ¢6 bi¢n phdap xie el kip thoi.

Ditu kién bio gudn: Bao quan trong bao bi Kin. ranh anh sang va am, nhiét d6 duéi 30°C,

Hgn dang: 36 thang k& tir ngay san xudt. (D,(
Tidu chada: USP 40. N
Nha sda suiic WITHUS PHARMACEUTICAL CG., LTD.

" 103, Je2gongdan 2-gil, Miyang-myeon, Anseong-si. Gyeonggi-do — Han Québc.
SHK:

Ngay xem xét san dol, edp alidi lai udi dung hwéng dan sa dung thubde:

TUQ.CUC TRUUNG
P.TRUONG PHONG

Pham Shi Vin K anh
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