BOY TE https://trunﬂﬁﬁq{hﬁéc.(&ﬂn/

CUC QUAN LY DUQC
PA PHE DUYET

Lan dauz. O/ d0. Al

2 "

R. Thubdc ban theo don (Hip 3 i 10 i et gl
& o
Lowlip-40 =
Vién Nén Telmisartan 40 mg =
MICRO I J
e it WA D A .
Telmisartan 40 mg din sir dung thubc kém theo
Mﬁb“ﬁfﬂgﬁt‘:’c khi diing :::;‘:gz:‘:i;g'ﬂlg mat, tranh anh sang,
r l OHDIW
g B (p Sj9|qe] UepesIwfe]
= 0p-diimon
g | S1TWEVLOLXE s i
San xubt toi:
MICRO LABS LIMITED - UNIT-I
. R.S.No.63/3&4,
Thiruvandar Koil,

=X pondicherry - 605 102. An Do.

(AL u D,ng Low ny 'mm
Ta‘ﬂ‘ﬁm R m&o s B T
N“ ™o \_o\N P \_O\N“ g

£35

el &0 P A

Ta taes™ fasd

: .&0 Tomisa" : 153

Nl\“:\exs AHmg \.0\"\- P'Agm LQW“‘)'AE: 0 3 2
WT: A0 T L ag ot % 0 s
‘ 1 - i §
-pwn P Lo:“'{ap il pr‘:agm 4019 Egg g
.n n\hl“D-AO Te!m\“ ..hn-Ao TW‘.\.H:\- 0 EEZ <



VIEN NEN TELMISARTAN 40 mg
Lowlip — 40

THANH PHAN: Lowlip — 40: Mdi vién nén khdng bao c6 chira: Telmisartan 40 mg.
Td dwoc: Mannitol DC, cross povidone, betacyclodextrin, sodium lauryl sulphate, povidone
(PVP), microcrystalline cellulose, magnesium stearate.

PHAN LOALI: Thubc chbng ting huyét ap.

DUQC LY: Telmisartan chen tac dung co mach va tiét aldosteron ciia angiotensin II bing céch
ngan can c6 chon loc angiotensin II, khong cho gén vao thy thé AT; ¢6 trong nhiéu mé nhu co
tron mach mau, tuyén thugng than. Do dd, tac dung cta telmisartan khong phu thudc vao con
dudng tdng hop angiotensin II.

DUQC PONG HOC: Sau khi udng, ndng do dinh (Cpay) clia telmisartan dat dugc sau 0.5 — |
gio. Thirc An lam giam nhe sinh kha dung cua telmisartan, cu thé 13 lam giam dién tich dudi
dudmg cong (AUC) khoang 6% khi udng vién 40 mg va khoang 20% khi dung liéu 160 mg. Sinh
kha dung tuyét déi cia telmisartan phu thudc lidu sir dung. Khi ding lidu 40 va 160 mg, sinh kha

dung-cua-telmisartan-twong-tmg-a-42%-va-58%: Dugc-déng-hoc-cua telmisartan-theo-duwong -~
udng khong tuyén tinh trong khoang liéu tir 20 — 160 mg, ty 18 ting ndng dd (Cmax va AUC) thép
hon so véi ting liéu ding. Telmisartan phan huy theo ham bac 2 véi thoi gian ban thai sau cling
la khoang 24 gidr. Nong do day cua telmisartan trong huyét trong khi ding mét 1in mdi ngay

M ’ 14 \
bang khoang 10 — 25% ndng do dinh. Hé so tich [uy Telmisartan trong huyet twong tir 1.5 dén
2.0 khi dung liéu nhac lai mot 1an moi ngay.
CHI PINH: Diéu tri tang huyét ap tir nhe dén vira. %
CHONG CHI PINH: Chéng chi dinh ¢ bénh nhan qud min véi bat ky thanh phan nao cia
thudc. _

LIEU LU'O'NG VA CACH DUNG Liéu dung tuy thude thg ngudi bénh. Liéu telmisartan
khai dau thuong dung 12 40 mg, ubng mot 1dn mdi ngay. Mot vai bénh nhén ¢6 hidu qua diéu tri
khi ding lleu hang ngay 20 mg. Dap img huyét 4p phu thue lidu dung trong khoang lidu tir 20 —
80 mg. E)a s trudng hch thude co tac dung ha huyet ap rd rang trong vong 2 tudn va thuong dat
tac dung t6i da sau 4 tuan. Néu can phai sir dung liéu 80 mg telmisartan dé thu dugc tac dung ha
huyét 4p manh hon, c6 thé diang thém thudc lgi tiéu.

Dua trén kinh nghlf;m sir dung telmisartan cho bénh nhén suy than ning hodc bénh nhan tham
phan mau, khuyén cao sir dung liéu thap hon 14 20 mg cho nhung bénh nhan néy

Bénh nhan suy gan nhe dén vira khéng nén dung liéu vurot qua 40 mg mdi ngay. '

Str dung cho tré em: D§ an toan va hiéu qua cta telmisartan ¢ tré em chua duogc thiét 1ap.

TUONG TAC THUOC: Chua du s6 ligu danh gia 'dd an toan va hi€u lyc khi dung dong thoi
telmisartan véi cac thude e ché ACE hoac cac thudc chen beta-adrenergic. Telmisartan c6 thé
lam tang tac dung giam huyét 4p cua thudc nay.

Digoxin: Dliing dong thoi véi telmisartan lam téng nong do cua digoxin trong huyét thanh, do dé
phai theo d6i ndng d9 digoxin trong mau khi bit dau diéu tri, diéu chinh va nging telmisartan dé
tranh kha ning qua liéu digoxin.

Cdc thudc loi tiéu: Lam tang tac dung ha huyét ap cua telmisartan.



Warfarin: Ding déng thoi véi telmisartan trong 10 ngay lam giam nhe nong d¢ warfarin trong
mau nhung khong lam thay d6i INR.

Céc thudc loi tiéu giie kali: Ché do bd sung nhiéu kali hodc diing cling cac thudc gy tang kali
huyét khac c6 thé 1am ting thém tac dung tang kali huyét cuia telmisartan.

TAC DUNG PHU: Telmisartan thudong dugc dung nap tét. Cac tac dung phu thu'cmg nhe va
thodng qua; hiém khi phai ngung sur dung thubc. Nhlrng tac dung phu hay gip nhét 14 dau lung,
ia chay, viém hong, dau dau chong mat, dau, mét moi va buon non.

* Théng bdc cho bdc sy nhitng téc dung khong mong mudn gdp phdi khi dimg thudc,

LUU Y VA CANH BAO: C6 thé sir dung telmisartan kéo dai, mién 14 tdc do thanh thai
creatinin > 30 ml/phut.

Bénh nhan mét dich trong long mach can dugc didu trj dé khéc phuc tinh trang nay, hodc nén bat
dAu sir dung telmisartan duéi su glam sét chit ché. Bénh nhén gip cic rbi loan tic nghén dudng
mét hoac thiéu nang gan ciing nén bit dau diéu tri dudi sur gidm sét chat ché. Bénh nhén tham
phén c6 thé bi ha huyét ap tur thé dirng, cin theo ddi chat ch& huyét ap ctia nhitng bénh nhan nay.

ANH HUONG CUA THUOC PEN KHA NANG LAI XE VA VAN HANH MAY MOC: Vi
thudc c6 thé gay dau dau, chong mit nén khong lai xe va van hanh may méc sau khi ding thudc.

THOI KY MANG THAI VA CHO CON BU:

Thoi ky mang thai:

Céc thube tac dung truc tiép 1én hé renin-angiotensin c6 thé gay benh hogc tir vong cho thai nhi
va tré so sinh khi sir dung cho phu nit mang thai. P c6 béo céo ve hién tuong it nude 6, c6 the
do chirc ning than ctia thai bi giam sut. Khi phét hién mang thai, cin ngimng sir dung te]mlsartanx
cang sém cang tdt. 2

Thai ky cho con bu: Y

Chura biét telmisartan ¢ du’oc bai tiét vao sira hay khong. Do thudc c6 thé gdy hai cho tré nho
dang bu me; nén phai quyet dinh ngimg cho con b hodc ngimg thudc, ¢6 tinh dén tam quan trong
ctia thudc dbi véi ngudi me.

QUA LIEU: Biéu hién hay gap nhét khi xay ra qua liu telmisartan |4 ha huyét ap, chong mét va
nhip tim nhanh, cling c6 thé gip nhip tim chdm do kich thich than kinh di giao cam. Néu ha
huyét ap triéu chung X4y ra, phai diéu tri hd trg. Khong thé loai bo telmisartan bang thm tach.
TRINH BAY: Hop 03 vi x 10 vién nén

BAO QUAN: Bao quan noi kho mat, tranh anh sang. Nhiét d6 dudi 30°C

* Thuéc nay chi dwoc bdn theo dom cua bdc sy,

* Doc ky huomg ddn sir dung trieée khi diing, néu cdn thong tin xin héi y kién béc sp.

Tudi tho: 24 thang ké tir ngay san xuat.
Khéng duoc ding thuoc qua han sir dung.

Nha san xuat:
S~ MICRO LABS LIMITED
R.S.No0.63/3 & 4, Thiruvandar Koil, Puducherry-605 102 , India.
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