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READ INSERT LEAFLET CAREFULLY
BEFORE USE
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Warning: To be sold by retail on the
prescription of a Registered Medical
Practitioner only.
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Warning: When preg

nancy is detected Telmisartan should
be discontinued as scon as possible as it can cause injury
and even death to If?e developing foetus, When used in

pregnancy during second and third timester of pregnancy.
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Rx

HUONG DAN SU’ DUNG
Thuéc nay chi ban theo don cia bac sy
Boc kj hwdng dan st dung tredce khi dung
Mudn biét thém thong tin chi tiét xin hdi bac sy
hoac duoc sy

INTA-TM 80

(Vién nén Telmisartan 80 mg)

twong ng la 42% va 58%. Dwoc dong hoc cua
Telmisartan dung dwéng ubng 1a khong tuyén tinh
& khoang ligu 20-160 mg v&i sw lén hon sy gia
tang ti 1& thuan ctia néng do huyét tvong véi sw
gia tang liéu.

Phan phéi: Telmisartan duwoc gén két cao voi
protein huyét twong (>99.5%), chu yéu |& albumin
va as-acid glycoprotein. Sw gan két voi protein
huyét twong la khong ddi voi khoang ndng do dat
duwoc voi lieu khuyén cao dieu tri. Thé tich phan
phdi clia Telmisartan |a khodng 500 lit, cho thay
gén két moé them vao.

sy thanh dang

. o huyén héa va thai trir: Telmisartan duoc
THANH PHAN: M3i vien nén khong bao co chira: | | /chuyén hoa b ian  Két

Hoat chét: Telmisartan Ph.Eur 80 mg.

Ta dwee: Lactose anhydrous, starch, Light
magnesi oxid, Croscarmellose natri, Povidone
K30, Magnesi stearat, Colloidal anhydrous silica,
Crospovidone.

DUQC LUC HOC:
Angiotensin Il duwoc tao thanh tir angiotensin |
bang phan (ng xuc tac bdi men chuyén ddi
angiotensin (angiotensin-converting enzyme ACE,
{ kinase Il). Angioensin Il 1a chat quan trong cla hé
renin-angiotensin v&i nhitng tac doéng bao gdm co
mrach, —kich—thich—téng—hop—va ~giai—phong
aldosterone, kich thich tim va tai hap thu natri &
than. Telmisartan ngan can tac dong tiét
aldosterone va co mach cia angiotensin Il bang
cach (rc ché chon loc sw gén két cta angiotensin
Il v&ri thu thé AT, & nhiéu mé nhw co tron mach
mau va tuyén theong than Do dé tac dong cla no
la doc lap véi con dudng tong hop angiotensin Ii.
Ca thu thé AT, dwoc tim thay & nhiéu mé nhung
AT, thi khong dwoc biét co lien quan dén tinh
trang huyét dong khong. Telmisartan c6 ai lwc cao
hon gép nhiéu lan trén thu thé AT, hon |a thy thé
AT, (>3,000 lan). . ) )
Ue ché he renin0angiotensin bang thudc trc ché
men chuyén ACE, loai thubc lam trc ché téng hop
angiotensin Il tir angiotensin |, thi dwoc st dung
rong rai trong diéu tri tang huyét ap. Thudc e ché
men chuyén ACE ciing lam (c ché giang cap
bradykinin, mét phan (rng cling dwoc xic tac bdi
men ACE. Do Telmisartan khéng trc ché men ACE
(kinase ), nén no khdong anh hwéng I1én dap trng
cla bradykinin. Nguéi ta khéng biét sw khac biét
nay cé dan dén sw khac biét vé lam sang hay
khong. Telmisartan khong gén két hay (rc ché cac
thu thé hormone khac hay kénh ion nao quan
trong trong diéu hda tim mach. )
(Pc ché thu thé angiotensin Il lam (rc ché tac dong
am cua angiotensin Il 1én tiét renin nhwng tac dong
clia renin trong huyét twong va nong do
angiotensin |l trong mau gia tang khéng vuot qua
anh hweng cla Telmisartan 1&én huyet ap.

DU'QO'C PONG HOC:

Hap thu: Sau khi udng, néng @6 dinh (Cpa) cla
Telmisartan dat dwoc trong vong 0.5-1 gi¢r. Thire
a&n lam gidm nhe kha dung sinh hoc cla
Telmisartan véi viéc giam vung dudi dwéng cong
néng dé theo thoi gian (AUC) khoang 6% khi dung
vién 40 mg va khoang 20% sau lieu 160 mg. Kha
dung sinh hoc tuyét déi cta Telmisartan & phu
thuéc liéu. O liéu 40 va 160 mg, kha dung sinh hoc

acylglucuronide khéng cé hoat tinh dwoc ly, chét
glucuronide clia chat me |a chat chuyén hoéa duy
nhat dwoc xac dinh & huyét twong va nudéc tiéu
ngwdi. Sau liéu duy nhat, glucuronide c6 mat
khoang 11% chét phong xa do dwoc trong huyét

twong. Hé men cytochrome P450 thi khong ligh*
quan dén chuyén hoa clia Telmisartan. D6 tha

thai huyéet twong cta Telmisartan la >800 mL/ph gl\@

Thoi gian ban hay va thanh thai toan bo to ra phys
thudc vao lieu.

CHI BINH:
TelmISartan gue'e chl GIfk trong aldu tr tang huyét
ap.

LIEU LWQNG VA CACH DUNG:

Ngui I6n: Liéu khuyén cao 40 mg 1 1an/ngay. Mot
s6 bénh nhan dung liéu 20 mg 1 lan/ngay da cé
hieu qua. Co6 thé tang liéu telmisartan 80 mg 1
lan/ngay dé dat dwoc huyét ap muc tiéu.

Ngoai ra, Telmisartan cé thé st dung két hop voi
thubc loi tiéu loai thiazid nhw hydrochlorothiazide,
duoc xem nhu cd tdc déng giam huyét ap hiép
dong v&i Telmisartan. )

Khi can nhéc viéc tang liéu, can nhé réng tac dong
ha huyét ap téi da thuwong dat duoc tir 4-8 tuan
sau khi kh@i dau diéu tri.

Cé6 thé ubng Telmisartan cung hodc khéng clng ..

thire an.

Suy gan: Khéng nén dung qua 40 mg/ngay & bénh
nhan suy gan nhe va trung binh.

Suy than: Khéng can chinh liéu & bénh nhan bi
suy than ké ca bénh nhan dang chay than nhan
tao Telmisartan khéng qua dwoc mang loc khi loc
mau.

Nguoi gia: Khéng can chinh liéu.

Tré em: Chuwa ¢ bao cao vé do an toan va tinh
hiéu qua cua Telmisartan trén tré em

CHONG CHIi BINH:

Telmisartan chéng chi dinh & nhirng bénh nhan
tang nhay cam voi bat ky thanh phan nao cia
thuoc.

TAC DUNG NGOAI Y: o

Tac dung ngoai y xuat hién véi tan suat 2% hoac
hon & nhi*rng bénh nhan diéu tri véi Telmisartan,
bat ké c6 mdi quan hé nhan qua hay khong, dé la
mét moi, chong mat, buén nén, tiéu chdy, viém
xoang va nhiém tring dwéng hoé hap trén.

RN

ST



https:// tr“”r%%%%%?&v‘&%ysr cda ban néu xay ra bat

ky tac dung ngoai y nao khéng mong mubn lién
quan t6i thuéc st dung.

CANH BAO VA THAN TRONG:

Tang huyét ap do bénh mach mau than: Co
nguy co ha huyét ap manh va suy than khi bénh
nhan bi hep déng mach than hai bén hoac mot
bén dwoc diéu tri voi nhirng thuéc ¢6 anh hwéng
trén hé théng rennin-angiotensin-aldosterone.

Suy giam thé tich ndi mach: Nhirng bénh ly [am
kich thich hé théng Renin-Angiotensin-
Aldosterone, nhw nhirng bénh nhan méat muébi
va/hoac mét dich néng (vi du: nhung nguoi dung
liéu cao thudce loi tiéu), thi co thé xay ra ha huyet
ap trieu chieng sau khi bwdc dau diéu tri bang
Telmisartan.

Nén chira mat mubi va /hodc mat dich trdc khi
diéu trj bang Telmisarlan, hoac diéu tri dudi sw
giam sat chat ché cla théy thubc bang cach giam
liéu thube loi tiéu. Néu xay ra ha huyét ap, bénh
nhan nén duoc dé & tw thé ndm ngira va neu cén
thiét cé thé truyén tinh mach dung dich muéi sinh
ly. Viéc diéu tri co thé dwoc tiép tuc khi huyét ap
da 6n dinh.

Hep van hai |a va van doéng mach chu, bénh co
tim phi dai tic nghén: Nl cac thuée gian mach
khac, can dac biét chu y nhirng bénh nhan bi hep
van déng mach chl ho&c van hai la hay c6 co tim
phi dai tac nghén.

Tang kali mau: Khi diéu tri ciing véi cac thube
anh hwdng dén hé théng Renin-Angiotensin-
Aldosterone cé thé gay tang kali mau, dic biét &
nhirng bénh nhan suy than va/hodc suy tim. Theo
déi lveng kali mau & nhém bénh nhan co nguy co',
Viéc dung phéi hop véi cac thubce loi tiéu gitr kali,
bd sung kali, mudi thay thé chira kali hosc nhikng
thudc khac co thé lam tang néng d6 kali mau, co
thé lam tang kali huyét thanh do dé can chd y khi
dung chung cac thube nay véi Telmisartan.

Suy gan: Telmisartan dwoc thai trie chl yéu qua
mat. Sw thanh thai bj suy gidm & nhitng bénh
nhan bj tic mat hay suy gan. Nén dung khéi dau
tai liéu thap va tang liéu tir tlr dbi véi bénh nhan
nay.

Tang aldosterone nguyén phat: N6i chung nhirng
bénh nhan tang aldosterone nguyén phat sé
khéng dap (rng véi cac thube ha huyét ap tac dong
théng qua sw ¢ ché hé théng Renin-Angiotensin.
Do vay khong nén s dung Telmisartan & nhikng
bénh nhan nay.

Suy than va ghép than: Can theo doi dinh ky
nong dé kali va creatinine_ mau khi Telmisartan

dwoc dung & bénh n }aﬁ‘ bi's 4@\ Khong co

PHO CUC TRUSNG

ﬂ;’?ﬂféﬂ Yim Chond

kinh nghiém st dung Telmisartan & bénh nhan
maoi ghép than,

Nhirng bénh Iy lam kich thich hé théng Renin-
Angiotensin-Aldosterone & bénh nhan c6 chic
nang than va trwvong lwc mach wu tién phu thudc
vao hoat déng clia hé thédng Renin-Angiotensin-
Aldosterone (vi du: bénh nhan bi suy tim sung
huyét nang hodc bénh than bao gdm hep déng
mach than), viéc diéu tri phdi hop voi cac thudc
khdc c6 anh huwéng dén hé théng Renin-
Angiotensin-Aldosteron sé gay ha huyét ap cép,
tang nito mau, thiéu niéu thoac suy than cap (hiém
gap).

Nhw moi thuéc ha &p khac, sw gam huyét ap qua

nrc & nhing bénh nhan c6 bénh tim mach do
Miéu mau cuc bd co thé dan dén nhdi mau co tim

hay dét quy.

TUONG TAC THUOC:

Digoxin: Khi sk dung déng thei Telmlsarlan
digoxin, khuyen cao nén theo déi néng do d|go {
khi bt dau diéu tri, khl chinh liéu va khi ngungs
dung Telmisartan dé tranh kha nang tro tim
mirc hodc khong du. .
Warfarin: Telmisartan si¥ dung trong 10 ngay &
gidm nhe néng d6 warfarin day trung binh trong
huyét tong.

QUA LIEU:

Biéu hién thuong gdp nhat cla qua liéu cla
Telmisartan la ha huyét ap, chdng mat, nhip tim
nhanh; nhip tim cham cé thé xuat hién do kich
thich day than kinh giao cdm. Néu triéu chirng ha
huyét ap xuat hién, can tién hanh cac bién phap
diéu tri hé tro. Telmisartan khong duoc loai trik boi
loc mau.

BAO QUAN nei khé rao, thoang mat, nhiét dé
duéi 30°C

TIEU CHUAN: Nha san xuét.

HAN DUNG: 24 thang ké tir ngay san xuét, khémg
dung thuéc qua han cho phép

\
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TRINH BAY: Hop 5 vi x 10 vién nén va a/

huwdng dan st dung.

San xuét tai An D6 boi:

INTAS PHARMACEUTICALS

Camp Road, Selaqui, Dehradun, Uttarakhand —
India.
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