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Rx
Thudc nay chi diing theo don clia béc s§
LEVISTEL® 40/80
Vién nén Telmisartan 40/80mg
THANH PHAN

M®i vién nén chita 40 mg hodc 80 mg telmisartan.
Ta dugc: Mannitol granulated, natri hydroxyd, meglumin,
povidon K-29/32, magnesi stearat.

DAC TINH DUGC LUC HOC

Telmisartan 12 mot thudc ding duting udng, di khang dac
higu thu thé angiotensin Il (loai AT1). Telmisartan d6i
khang angiotensin |1 véi 4i luc manh tai v tri gan két vao
thu thé AT1, thu thé chiu trach nhiém cho tht c4 c4c hoat
dong da dugc biét cla angiotensin II. Khong c6 b4t ct
hoat ddng chil van ndo clia telmisartan tai thy thé AT1.
Su gan két nay bén vitng va kéo dai.

Telmisartan khong cho thy ¢d i luc v cAc thy thé khac,
ké ca AT2 va c4c thy thé AT it dac trung khac. Nguoi ta
chua biét vai trd clia c4c thu thé nay ciing nhu hau qua
clia su kich thich qué do chiing khi nong do angmtensm Il
tang Ién do telmisartan. Telmisartan lam gidm lugng
aldosterone trong mau.

Telmisartan khong (ic ché renin huyét tuong va khong
chen cac kénh ion. Telmisartan khong ic ché men chuyén
angiotensin (kinase 1), men c6 tdc dung giang hda
bradykinin. Vi vay khong c6 cac tac dung phu do
bradykinin gay ra.

Trén co the ngudi, litu 80 mg telmisartan c6 tic dung dc
ché gan nhu hoan toan tac dung gy ting huyét 4p cla
angiotensin I1. TAc dung (c ché nay dudc duy tri trong 24
gid va van con hiéu qua tdi gid thir 48.

Sau liéu d4u tién clia telmisartan, tic dung ha huyét ap
s& dan dan va rd rét trong vong 3 gid. Tac dung ha huyét
ap dat t0i da sau 4 tuan diéu tri va dugc duy tr trong sudt
qué trinh diéu tri lau dai.

Do huyét 4p lién tuc 24 gio (ABPM) cho thy tc dung ha
4p dugc duy tri on dinh trong su6t 24 gid sau khi dung
thube va ké ca 4 gio cudi ciing trudc lidu ké tiép. Diéu nay
dugc khang dinh bdi ti 1§ day/ dinh hang dinh trén 80%
vdi lieu 40 va 80 mg telmisartan trong cac nghién clu
|am sang c6 doi chding vdi gia dudc.

C6 mdt khuynh hutng r5 rét vé moi lién quan giila liu
dung va thoi gian dé huyet 4p tAm thu trd vé mdc ban
dau. Vé phuong dién nay, cac di liu lién quan dén huyét
4p tam truong khong hing dinh.

Trén bénh nhan cao huyét 4p, telmisartan c6 tac dung
lam giadm ca huyet ap tam thu va tam trL!Ung ma khong
anh hudng dén nhip tim. Tac dung ha ap cua telmisartan
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e 50 sanh vi cg H}é/c diéu tri cao huyét 4p clia
nhitng nhom khac (dugc thay qua céc thir nghiém lam
sang so sanh telmisartan vdi amlodipin, atenolol,
enalapril, hydrochlorothiazid, losartan va lisinopril).

Néu ngiing diéu tri bang telmisartan, huyét 4p s& dan dan
trd lai gia tri ban d4u trudc khi diéu tri trong vong vai ngay
ma khoing ¢6 hién tudng tang huyét 4p ddi nguoc.

Pigu trj véi telmisartan ciing da dugc chitng minh vé& mat
|lam sang 13 1am giam ¢6 § nghta thong ké trong lugng co
thét trai va chi s6 ca that tréi trén bénh nhan tang huyét
4p ¢6 phi dai thét trai.

Hiéu qua cua telmisartan trén giam ti € tf vong va tan
phé do bénh tim mach chua dugc biét.

Qua c4c thir nghiém [4m sang truc tiép so sanh hai thudc
diéu tri ha 4p cho thay ti & ho khan & nhiing bénh nhn
dugc diéu trj vdi telmisartan thap han cd § nghia so véi
nhiing bénh nhan dung cac thudc dc ché men chuyén
angiotensin.

DAC TINH DUQC BONG HOC

Telmisartan dugc hap thu nhanh, méc dii lugng hép thu
c6 thay ddi. Sinh kha dung tuyét doi cla telmisartan
khoang 50%.

Khi udng cuing véi thic an, dién tich dudi dudng cong
nong do trong huyét tuong theo thdi gian (AUC) cuia
telmisartan co thé giam tif 6% (vdi liéu 40 mg) dén
khong 19% (vdi liéu 160mg). Nong do huyét tudng clia
telmisartan udng lic déi hay cling thifc an sau 3 gio 13
tuong duong nhau.

AUC gidm it nén khong lam gidm hiéu qué diéu tri.

Gidi tinh gy khac biét dén nong do trong huyét tuong,
ndng dd dinh trong huyét tuong (Cmax) tang khodng 3 I4n
va AUC ting khoang 2 1an & phu nif so vdi nam gidi,
nhung khong anh hudng dén hiéu qua.

Telmisartan gén két cao vdi protein huyét tuong (>
99,5%), chli yéu véi albumin va alpha-1 acid
glycoprotein. Thé tich phan bo trung binh @ trang thai on
dinh khoang 500L.

Telmisartan chuyén héa bang phan (ing lién hop véi
glucuronide. ChAt chuyén hod khong cd tac dung duac Iy,
Telmisartan bi pha huy dong hoc theo phudng trinh bac 2,
thoi gian ban thai cudi cuing trén 20 gid. Nong do cuc dai
trong huyét tuong va dién tich dudi dudng cong nong do
trong huyét tuang theo thdi gian (AUC) ting khong tuong
xing véi liéu, Khong c6 bang chiing lién quan trén lam
sang vé sy tich luj clia telmisartan.

Sau khi udng (va tiém tinh mach), telmisartan thai trif
gan nhu hoan toan qua phan, phan Ién & dang khong bién
ddi. Tong luong tiét qua nudc tiu dudi 2% ligu. D6 thanh
thai toan phan trong huyét tuong cao (khoang 900
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ml/phdt) so vdi luu lugng maup ta’gan Mgg;[%

ml/phut).

Newoi gia

Dugc dong hoc cla telmisartan khong khac biét giiia
nguai tré va ngudi gia.

Bénh nhan suy than

Nong do trong huyét tuong thap hon trén bénh nhan suy
than dang diéu tri loc mau. Telmisartan két hop vdi
protein huyét tuong cao trén bénh nhan suy than va
khong qua dugc mang loc trong qué trinh tham tich mau.
Thai gian ban thai khong thay ddi & bénh nhan suy than.

Bénh nhan suy gan

Nghién cliu dugc dong hoc trén bénh nhan suy gan cho
thay c6 suf tang sinh kha dung Ién tdi gan 100%. Thdi gian
bén théi khdng thay doi trén bénh nhan suy gan.

CHi DINH DIEU TRI

Diéu tri téng huyét p vo can

Phong ngtra bénh tim mach

Giam 1y 18 méc céc bénh tim mach & bénh nhén:

- Bénh xa vifa dong mach do huyét khdi (tién st bénh mach
vanh, dot quy hoac bénh dong mach ngoai bién) hoac

- Déi thao dudng type 2 c6 ton thuong ca quan dich.

LIEU LUONG VA CACH DUNG

Piéu tri cao huyét ap vo cn

Liéu khuyén cdo 12 40 mg, ngay 1 14n. Mot s0 bénh nhan
c6 thé hiéu qua vdi lieu 20 mg/ngay. C6 the tang liu
telmisartan dén liu toi 80 mg, ngay 1 Ian dé dat dugc
huyét 4p muc tiéu. Ngoai ra cd thé dung telmisartan phoi
hdp vdi cac thudc Igi tiéu thiazid nhu: hydroclorothiazid
co tac dung ha huyét ap hiép dong vdi telmisartan . Khi
can ting liéu phai luu y tac dung ha huyét 4p toi da
thuding dat dugc sau 4-8 tuan k& tir khi bt d4u didu tri.
Phong ngua bénh tim mach

Liéu khuyen cao la 80 mg, ngay mot lan. Khuyen ca0 nén
theo doi huyet ap khi bat dAu meu tri V(i telmlsartan dé
phong ngita bénh tim mach, va néu can c6 thé diéu chinh
liéu dé dat dudc huyét ap thap hon.

Dbi tuang déc biét:

Suy than: Khong can chinh lidu & nhiing bénh nhan suy
than nhe va trung binh. C6 it kinh nghiém diéu tri 6 bénh
nhan suy than nang hay chay than nhan tao. Liéu khéi
dau diéu tri cho nhiing b&nh nhén nay 2 20 mg.

Suy gan: O bénh nhan suy gan nhe va trung binh, liéu
dung khong nén vuot qua 40 mg, ngay 1 Ian.

Ngudi cao tudi: Khong can diéu chinh liu.

Té em: D0 an toan va hiéu qua cta telmisartan chua
dugc xac dinh trén tré dudi 18 tudi.

Céch dung thudc

thuoc.com

nen nen elmlsar“[an uong 1 Ian/ngay, nen uong véi nhiéu
nudc, udng cling hodc khong cung thic an.

Thén trong trudc khi diing thudc
Telm|sartan 40/80 mg nén dugc giil trong vi kln d8 tranh
hiit Am. Chi nén xé vi ngay trudc khi dung thudc.

CHONG CHi BINH

« Qua man vdi hoat chat hodc bat ky ta dugc ndo cla
thudc.

« Phy nif c6 thai 3 thang giiia va 3 thang cudi thai ky.

* Phu nif cho con b

* Bénh Iy gdy (' mat va tic nghén dudng mat.

* Suy gan nang.

» Chong chi dinh st dung telmisartan vdi aliskiren 6
bénh nhan dai thdo duong hoac suy than (GFR <
60mL/phit/1,73m2)

CHU Y BE PHONG VA THAN TRONG LUC DUNG

Tang huyét 4p do bénh mach méu than:

C6 nguy ca ha huyét 4p manh va suy than khi bénh nhan
bi hep ddng mach than hai bén hodc mot bén dugc diéu
tri véi nhiing thudc c6 anh hudng trén hé thong
rennin-angiotensin- aldosteron.

Suy than va ghép than:

Can theo ddi dinh ky nong do kali va creatinine méu khi
telmisartan dugc dung 6 bénh nhan bi suy than. Khong co
kinh nghiém st dung telmisartan & bénh nhan mdi ghép
than.

Suy kigt thé tich ndi mach:

Ha huyét &p trigu chiing c6 thé xay ra, ddc biét sau liéu
dung dAu tién & nhitng bénh nhan bi gidm thé tich noi
mach va/hoac giam natri do diéu trj bang thubc Igi tiéu
manh, ché d an han ché mudi, tiéu chay hoac non. Can
diéu tri bénh nhan c6 tinh trang trén trudc khi st dung
telmisartan.

Nhiing bénh Iy khac 1am kich thich hé thong Renin -
Angiotensin - Aldosteron

0 bénh nhan c6 chifc nang than va truong luc mach uu
tién phu thudc vao hoat dong cta hé thong Renin -
Angmtensm - Aldosterone (vi du: bénh nhan bi suy tim
sung huyét nang hodc bénh than bao gom hep dgng mact
than), wec diéu tr| phoi hgp vdi cac thudc khac o anh
hudng dén hé thong Renin - Angiotensin - Aldosteron sé
giy ha huyét ap cap, ting nits mau, thiéu niéu hodc suy
than cap (hiém gap).

Tang aldosteron nguyén phat:

Noi chung nhiing bénh nhan tang aldosterone nguyén
phat s& khong dép (ing véi cdc thudc ha huyét ap tac
dong thong qua su Gc ché hé thong Renin - Angiotensin.
Do vay khong nén st dung telmisartan ¢ nhiing bénh
nhan nay.
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Hep van hai Ia va van déng mach chd, bénh co tim phi
dai tc nghén:

Nhu c4c thudc gian mach khéc, cAn ddc biét chd ¥ nhiing
bénh nhan bi hep van dong mach chi hoac van hai l4 hay
¢6 ca tim phi dai téc nghén.

Tang kali mau:

Khi diéu tri cing véi cac thubc anh hudng dén hé thbng
Renin - Angiotensin - Aldosteron cd thé gy tang Kali
mau, dac biét 6 nhitng bénh nhén suy than va/hoac suy
tim. Theo doi lugng kali mau d bénh nhan cd nguy ca dugc
khuyén céo.

Viéc diing phoi hop véi céc thudc Igi tiéu gi kali, b6 sung
kali, mudi thay thé chia kali hoc nhitng thudc khéc c6
thé 1am tang ndng do kali m4u (vi dy: heparin v.v...), ¢
thé |am tang Kali huyét thanh do d6 can chii § khi ding
chung c4c thudc nay vdi telmisartan.

Suy gan:

Telmisartan dugc thai trlf chd yéu qua mat. Sy thanh théi
bi suy gidm & nhiing bénh nhan bj tac mat hay suy gan.
Can st dung than trong & nhiing bénh nhan nay.

Nhifng chti y khac:

Qua nhiing nghién cliu vé c4c chét (e ché men chuyén
angiotensin cho thy telmisartan va cac chat doi khang
angiotensin khéc cd tac dung ha ap kém ro rét ¢ nhiing
ngudi da den hon & nhiing ngudi ¢o da mau khac. C6 thé
do-trong ce-thé ngudi cao huyét ap da den cd lugng renin
thap hon.

Nhu moi thudc ha 4p, su' giam huyét 4p qué mdc & nhiing
bénh nhan c bénh tim mach do thiéu mu cuc b c6 thé
dan dén nhoi mau co tim hay dot quy.

TUONG TAC VOI CAC THUOC KHAC VA CAC DANG
TUONG TAC KHAC

Telmlsartan c6 the tang tac dung cla nhiing thudc ha
huyét 4p khac. CAc tuong tac khac khong 0 y ngh|a lam
sang dang ké.

Khong c6 tuong tc dang ké trén 1dm sang khi'stt dung
dong thdi telmisartan véi digoxin, warfarin,
hydroclorothiazid, glibenclamid, ibuprofen, paracetamol,
simvastatin va amlodipin. Ngudi ta nhan thay nong do
déy digoxin trong huyét tuong tang 20% (trong 1 trudng
hdp duy nhét tang 39%) nén xem xét viéc theo dai nong
do digoxin trong huyét tuong.

Suf gia tang nong dd lithium huyét tuong va doc tinh ¢6 thé
phuc hoi dugc da dugc ghi nhan khi dung chung lithium
véi c4c chat dc ché men chuyén angiotensin. Mot sb
trudng hop ciing da dudc bao cao khi dung chung vdi chat
doi khang thu thé angiotensin I1. Do dd nén theo ddi nong
do lithium trong huyét thanh khi dung chung hai thudc.
Thudc lgi tiéu giil kali hay bd sung kali- Thubc d6i khang

thu thé Angiotensin Il nhu telmisartan, giam bét gy mét
kali cla cac thubc lgi tiéu. Thudc lgi tifu giit vi du
spirinolacton, eplerenon, triamteren hodc amilorid, bd
sung kali, hodc mubi chifa kali c6 thé dn dén tang dang
ké kali m&u. Néu dung ddng thdi do ha kali mau da x4c
dinh thi nén dugc st dung than trong va thudng xuyén
phai theo doi kali mau.

Céc thudc khang viém khdng steroid (NSAID): St dung
dong thdi véi cac thudc NSAID (nhu I3 acetylsalicylic acid
 lidu cho tc dung khang viém, céc thudc tic ché COX-2
va céc thudc NSAID khong chon loc) ¢ the 1am gidm tac
dung ha huyét ap cla thubc doi khang thu thé
angiotension 1. 0 mot s6 bénh nhan bi gidm chic nang
than (bénh nhan bi mét nudc hay ngudi cao tudi giam
chiic néng than), téc dung hiép dong cla thubc doi khang
thy thé angiotension Il va céc thubc dc ché
cyclo-oxygenase cd thé dan dén suy than han bao gﬁm
suy than cAp, thudng co thé hdi phuc. Do d6, nén than
trong su két hgp nay, dac biét & ngudi gia. Benh nhan nén
dugc b nudc day di va theo ddi chifc nang than tlr khi
bat dau diéu tri két hgp va dinh ky sau do.

T4c dung chong tang huyét 4p cla cac thudc telmisartan
bi gidm do su (ic ché clia c4c prostaglandin gian mach da
dugc bdo cdo trong quéd trinh diéu tri két hop vdi cac
thudc khang viém khong steroid.

Trong mot nghién cu dung ket hop telmisartan va
ramipril ddn tdi tang 2,5 1an AUC0-24 va Cmax cla
Ramipril va ramiprilat. Chua biét dugc lién quan 1am
sang cua quan sat nay.

Corticosteroids (ding toan than): Giam tac dung ha
huyét 4p clia thudc temisartan.

TRUGNG HQP CO THAI VA CHO CON BU

Phu ni ¢6 thai: Khong khuyén cdo dung cAc thudc khang
thu thé angiotensin Il trong 3 thang dAu thai ky. Chong chi
dinh dung thubc dbi khang thy thé angiotensin Il trong 3
thang thit giifa va cudi thai ky.

Cho con bi: Do chua co thong tin vé viéc ding
telmisartan trong thdi ky cho con b, khdng khuyén céo
ding telmisartan va nén uu tién c4c thudc thay thé c6 d
liéu an toan da dugc xac dinh trong thai ky nay, dac biét
vdi trd so sinh va tré sinh thiéu thang.

Khé néng sinh san: Trong cac nghién cifu tién Iam sang
véi telmisartan khdng cho thdy anh hudng trén sy sinh
san d nam gidi va nit gidi.

TAC DUNG BOI V1 KHA NANG LAI XE VA VAN HANH MAY
MOC

Chua c6 nghién ctiu vé tac dung cha thudc trén kha ndng
l4i xe va diéu khién may méc dugc thuc hién. Tuy nhién,
khi 14i xe hodc van hanh may mac, can Iuu ¥ cam gidc
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choang vang hoac buon n,g]J:ldtc-i:[RSC{)/t(eI xré}lr?’l%ntga%]: /E_}r]f]h?h%;i %f%%c/ va trung that:

thoi gian diéu tri cao huyét ap.

TAC DUNG KHONG MONG MUON
Tan suat tic dung phu dudc bdo cdo véi telmisartan
(41,4%) la tuang duong vdi gia dugc (43,9%) trong cac
nghién cdu 1am sang c6 doi chiing & nhifng bénh nhén
tang huyét 4p. Tan suat tac dung ngoai y khong lién quan
dén liéu va khong tuong quan dén gidi tinh, tudi hodc
ching toc ctia bénh nhan.
Céc phan (ing c6 hai trAm trong cla thubc bao gom phan
(ing phan v& va phl mach co thé hiém xay ra (=
1/10.000 dén < 1/1.000) va suy than cap.
Téc dung khdng mong mudn dugc xép dudi day theo tn
s0 xuat hién theo quy udc sau day: rat thudng gap (=
1/10); thudng gap (=1/ 00 dén <1/10); it gdp (=
1/1000 dén <1/100); hiém (=1/10.000 dén
<1/1.000); rat hiém (<1/0.000).
Trong mdi nhdm tan s0, phan ting khong mong muon dugc
thé hién trong thif ty gidm dan mic do.
Nhiém tring va nhiém ky sinh tring: ‘

it gap: Nhi€m triing dung tiét niéu (bao gom viém

bang quang), nhiém triing dudng hd hap trén
bao gdm viém hong va viém xoang.

Hiém: Nhiém tring huyét bao gom tif vong.
R6i loan hé méu va bach huyét:

it ggp: Thiéu méu

Hiém: Tang bach cAu 4i toan, gidm tiéu cau.
Roi loan mién dich:

Hiém: Phan (ing phan vé, qua man.
Roi loan chuyén héa va dinh dudng:

it gap: Tang kali huyét

Hiém: Ha duting huyét (6 bénh nhan dai théo dudng)
Roi loan t3m than:

it gap: Lo ldng, mat ngl

Hiém: Tram cam
Roi loan than kinh:

it gap: Nght

Hiém: Lo mo
Roi loan mat:

Hiém: ROi loan thi luc
Roi loan tai va tién dinh:

it gap: Chéng mat
Roi loan tim:

it ggp: Nhip tim cham

Hiém: Nhip tim nhanh
RO loan mach:

it gap: Huyét ap thip, ha huyét &p tu thé diing

it ggp: Kho thd, ho
Hiém: Bénh phoi ké
Roi loan duong tiéu ha:
It gdp: Dau bung, tidu chéy, kho tidu, dy hoi, non.
Hiém: Kho migng, khé chiu 6 da day, ri loan vi giéc.
Roi loan gan mét:
Hiém: RGi loan chic nang gan
Roi loan da va mé dudi da:
It ggp: Ngtfa, ting tiét mo hoi, phéat ban.
Hiém: Phl mach (c6 thé gay tif vong), cham, ban dd,
may day, phat ban gay ddc trén da.
Roi loan ca xudng khdp: ’
[t g3p: Pau lung (dau than kinh toa), co that co, dau cd
Hiém: Dau khdp, dau viing xa (dau chan), dau gan
(c4c tribu ching giong viém gan)
Roi loan thn va dudng niéu: ,
it gap: Suy than ké ca suy than cap
RGi loan toan than va tai chd ding thudc:
it g3p: Dau nguc, suy nhugc (6m).
Hiém: Nhiing triéu chiing gi cm
Xét {rghf,ém:
It gap: Tang creatinin mau
Hiem: Giam hemoglobin, tang acid uric mau, tang
men gan, tang creatinin phosphokinase mau
(CPK)

Thong bao cho bac si nhitng tac dung khong mong
muon gap phai khi sif dung thudc.
QUA LIEU
Chua c6 tai liéu v& sy qua liéu & ngudi. Can tién hanh diéu
tri nang do néu xudt hién ha huyét p triéu ching
Telmisartan khong bi loai khoi co thé do Su tham phan mau.
QUY CACH DONG GOI: Hop 4 vi x 7 vién.
BAO QUAN: Tranh anh séng va 4m, bao quan dudi 30°C.
HAN DUNG: 30 théng ké tif ngay san xuat.
DE XA TAM TAY TRE EM
BOC KY HUGNG DAN SU DUNG TRUGC KHi DUNG.
NEU CAN THEM THONG TIN, XIN HOI Y KIEN CUA BAC SV.
Ca sd san xuat
LABORATORIOS LESVI, S.L

Avda. Barcelona, 69
08970 Sant Joan Despi, (Barcelona), Spain.
Co sd dang ky thudc
CONG TY CO PHAN TADA PHARMA
44a Dinh Cong Trang, phudng Tan Dinh, quan 1,
thanh pho Ho Chi Minh.
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