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SaVi Telmisartan 40
(vién nén dai bao phim)

DT: (08) 37700142 - 143 - 144 Fax: (08) 37700145
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Telmisartan 40 mg
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THANH PHAN : M3 vién chia  BAO QUAN : Noi kho, Tidu chudn :Tccs
Telmisartan ............40mg  nhiét 6 khong qua 30°C.
Té dugc via di ... 1 vién  Tranh dnh séng. S6 16 SX / Batch No.
BINH - CHONG CHI BINH - Ngdy SX / Mfg. Date :
;%. - %‘m : ::::'mewm;? Han ding / Exp. Date :
TRONG DUNG PHY : ¢ K DONG - :
3 Reg 0
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Ry Prescription only medicine

TELMISAR

STORAGE : Keep in a dry place,
do not store above 30°C.
Protect from light.

KEEP OUT OF REACH OF CHILDREN
" READ CAREFULLY THE LEAFLET
BEFORE USE

SPECIFICATION : Manufacturer's
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TO HUONG DAN SU DUNG THUOC

Rx Thubc ban theo don
Vién nén dai bao phim SaVi Telmisartan 40

THANH PHAN

- Telmisartan ..............

- Téa dugc vira du
(Mannitol powder, microcrystalline cellulose 101, Sodium
hydroxide, croscarmellose sodium, magnesium stearate, colloidal
silicon dioxide, povidone K30, talc, titan dioxide, hypromellose
606, PEG 6000).

DANG BAO CHE: Vién nén dai bao phim.

DUQC LY & CO CHE TAC DUNG:

Telmisartan 12 mot chét déi khang dac hiéu ciia thy thé angiotensin II
(AT)) & co tron thanh mach va tuyen thuong théan,

Trong hé théng renin-angiotensin, angiotensin II dugc tao thanh tir
angiotensin I nhd xiic tac ciia enzym chuyén angiotensin (ACE).
Angiotensin II 1a chét gdy co mach, kich thich vo thuong than téng
hop va giai phong aldosteron, kich thich tim. Aldosteron lam giam
bai tiét Sodium va tang bai tiét kali & thén.

Telmisartan ngan can cé chon loc sw gan cua angiotensin II vao thy
thé AT, & co tron mach méau va tuyén thuong thén, gdy gian mach va
giam tac dung cua aldosteron.

Thu thd AT, cling tim théy & nhiéu mo, nhung khong 13 thu thé nay
¢6 lién quan gi dén sy én dinh tim mach hay khéng Telmisartan c6
ai lyc manh v0i thy thé AT, gﬁp 3000 14n so vai thu thé AT,.

Khong g|6ng nhu c4c thudc e ché enzym chuyén angiotensin -
nhom thude dugc dung rong rai dé diéu trj tang huyét ap, cic chét
dbi khang thy thé angiotensin II khong trc ché giang héa bradykinin,
do d6 khong gay ho khan dai ding - mot tac dung khong mong mudn
thudng gap khi diéu trj bing céc thude irc ché ACE. Vi vay céc chit
dbi khang thy thé angiotensin II dugc dung cho nhing nguoi phai
ngimg sir dung thudc trc ché ACE vi ho dai dang

o] ngum lidu 80 mg Telmisartan trc ché hiu nhu hoan toan ting
huyét ap do anglotensm IL. Tac dung tic ché (ha huyét ap) duge duy
tri trong 24 gid va van con do dugc 48 gid sau khi udng. Sau khi
udng lidu ddu tién, tic dung giam huyét ap biéu hién tir tir trong vong
3 gioy du. Thong thudng, huyét 4p dong mach giam tdi da dat duoc 4
- 8 tuéin sau khi bat du diéu tri. Tac dung kéo dai khi didu trj 1au dai.
O ngudi tang huyét 4p, Telmisartan lam gidm huyét 4p tAm thu va
tAm truong ma khong thay ddi tan sd tim. Tac dung chéng téng huyét
4p ciia Telmisartan ciing tuong duong voi cac thudc chdng tang
huyét ap loai khac.

Khi ngimg diéu trji Telmisartan dot ngot, huyét ap tro lai din dén
trong vai ngay nhu khi chwa diéu tri, nhung khong c6 hién tugng
ting manh trd lai.

DUQC PONG HQC:

Telmisartan dugc hdp thu nhanh qua dudng tiéu hoa. Sinh kha dung
tuyét déi duong udng phy thugc licu ding: khoang 42% sau khi ubng
liéu 40 mg va 58% sau khi udng lidu 160 mg. Sy c6 mit cia thirc an
lam gidm nhe sinh kha dung ctia Telmisartan (giam khodng 6% khi
dung liéu 40 mg). Sau khi udng, ndng do thudc cao nhét trong huyét
tuong dat dugc sau 0,5 - 1 gid.

Hon 99% Telmisartan gén vao protem huyét tuong, chu yéu vao
albumin va a,-acid glycoprotein. Sy gan vao protein 1a hang dinh,
khong bj anh hudng bai sy thay ddi lidu. Thé tich phan bé khoang
500 lit.

Sau khi tiém tinh mach hofic udng Telmisartan, hiu hét liéu da cho
(hon 97%) dugc thai trir dudi dang khong ddi theo duong mit vao
phan, chi lugng rat it (dudi 1%) thai qua nudc tiéu. Nira doi thai trir
cuia Telmisartan khoang 24 gid, ty 1¢ day dinh cia Telmisartan vao
khoang 15 - 20%. Telmisartan dugc chuyén héa thanh dang lién hop
acylglucuronid khong hoat tinh, duy nhat théy trong huyét tuong va
nudc tiéu. Udng Telmisartan véi liéu khuyén cdo khong gdy tich liiy
dang ké vé 14m sang.

Dugc dong hoc ciia Telmisartan ¢ tré em dudi 18 tudi chua dugc
nghién ciru, Khong c6 sy khac nhau vé dugc dong hoc & ngudi cao
tudi va ngudi dudi 65 tudi. Nong d0 Telmisartan trong huyct tuong ¢
nir thudng cao hon & nam 2 - 3 ln, nhung khong thiy tang co y
nghia vé dap (mg huyét 4p hoiic ha huyét ap thé ding & nir. Do vay
khong cin diéu chinh liéu.

Suy than nhe¢ va trung binh: Khéng cin phai diéu chinh liéu. Loc
méu khong c6 tac dung thai trir Telmisartan.

Suy gan: Nong d9 Telmisartan trong mau ting va sinh kha dung
tuyét ddi dat gan 100%.

CHI PINH PIEU TRI

Piéu trj ting huyét ap; Co thé dung don doc hoc phdi hop véi cac
thudc chong tang huyét ap khac.

Céc chét déi khang thu thé angiotensin II cling ¢6 thé thay thé vo'
cac thube tre ché ACE trong diéu trj suy tim (chi dinh chinh thirc)
hodc bénh than do dai thdo dudng.

LIEU LUQNG VA CACH DUNG

Thudc nay chi ditng theo su ké don cita bdc st
Cach ding:
Thuéc ding duong udng. Udng ngay 1 14n, khong phy thudc bira an.

Liéu hrong:
- Nguoi lon: 40 mg/1 lén/ngay Déi véi 1 sb ngudi bénh, chi cin liéu

20 mg/1 lan/ngay. Néu cn, c6 thé tang t6i liéu téi da 80 mg/1
lan/ngay.

Telmisartan c6 thé két hop voi thuoc lgi tiéu loai thiazid. Trudc khi
ting lléu cin chua y 1a tac dung chémg tang huyét ap tdi da dat dugc
giita tuln thir 4 va thir 8 ké tir khi bt dau diéu trj.

- Suy thdn: Khong can diéu chinh liéu.

- Suy gan: Néu suy gan nhe hogc vira, liu hang ngay khong dugc
vugt qua 40 mg/ 1 lén/ngay

- Ngudi cao tuoi: Khong can diéu chinh liéu,

- Tré em dudi 18 tudi: DO an toan va hidu qua chwa xac dinh duoc.

CHONG CHI PINH
Qué mén v6i thude. Phuy ni ¢6 thai. Ngudi cho con bu.
Suy thén n@ng. Suy gan ning. T4c mat.

CANH BAO VA THAN TRQONG KHI SU DUNG

Theo doi néng d¢ kali mau, dac biét & ngudi cao tudi va ngudi suy
than, Giam liéu khoi diu & nhing ngudi bénh nay.

Ngudi hep van dgng mach chi hodc van hai la.

Bénh co tim phi dai tic nghén.

Suy tim sung huyét nang (c6 thé nhay cam dic biét voi thay ddi
trong h¢ renin - angiotensin - aldosteron, di kém véi giam niu,
tang ure huyét, suy thén cép c6 thé gay chét).

Miét nuéc (giam thé tich va Sodium méau do ndn, ia long, du
thudc 1gi nidu kéo dai, thim tach, ché do an han ché mudi) |
tang nguy co ha huyét ap trigu chimg. Phai diéu chinh rdi loan n
trude khi ding Telmisartan hodc giam liéu thuéc va theo ddi ¢
ché khi bat ddu diéu tri.

Loét da day - ta trang thé hoat dong hodc bénh da day - rudt khéc
(tang nguy co chay méau da day - rudt).

Suy gan mirc dj nhe va trung binh.

Hep dong mach than. iy
Suy chirc nang than nhe va trung binh. 2
Dan ngudi bénh than trong khi 14i xe, sir dung mdy méc hodc lam

cac vige khac co thé gay nguy hiém, vi c6 thé chong mit, choang

vang do ha huyét ap.

TUONG TAC THUOC:

Chua du s lidu danh glé d6 an toan va hiéu luc khi dung déng thoi
Telmisartan véi cac thude trc ché ACE hoic cac thudc chen beta-
adrenergic. Telmisartan c6 thé 1am tang tac dung giam huyét ap
clia cac thudc nay.

Digoxin: Dung déng thoi véi Telmisartan lam tang ndng do cua
digoxin trong huyet thanh, do d6 phai theo ddi ndng do digoxin
trong mau khi bit du diéu tri, diéu chinh va ngimg Telmisartan dé
tranh kha néng qua liéu digoxin.

Cdc thudc lgi niéu: Lam ting tic dung ha huyét 4p cua
Telmisartan.

Warfarin: Diing ddng thoi voi Telmisartan trong 10 ngay lam giam
nhe ndng d¢ warfarin trong mau nhung khong 1am thay déi INR.
Cadc thudc lgi tiéu giit kali: Ché d6 b sung nhiéu kali hoac ding
cung céc thudc gy tang kali méau khéac c6 thé lam tang thém tac
dung tang kali mau cia Telmisartan.

TRUONG HQP CO THAI VA CHO CON BU:
Truong hop co thai

Do than trong, khong nén dung Telmisartan trong 3 thang dau
mang thai. Néu c6 y dinh mang thai, nén thay thé thudc khac truéc
khi c6 thai. Chdng chi dinh dung Telmisartan tir sau thang thir 3
cia thai ky vi thubc tic dung tryc tiép Ién h¢ théng renin -
angiotensin, c6 thé gy tdn hai cho thai: ha huyét ap, suy than co
héi phuc hogc khong héi phuc, v6 nigu, giam san xuong so § tré so
sinh, gdy chét thai hoZc tré so sinh. it nudc i & ngudi me (co thé
do giam chic nang than cua thai) két hop voi co cimg chi, bién
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dang so mit va phdi giam san da dwoc thong bao. Khi phat hién co
thai, phi ngimg Telmisartan cang sém cang tdt.

Truong hop cho con bi
Chéng chi dinh ding Telmisartan trong thoi ky cho con bu vi
khong biét Telmisartan c6 bai tiét vao sira me hay khong. Dé dam
béo an toan cho tré bu me, phai quyét dinh ngimg cho con bu hogc
ngimg thudc, tiy theo tim quan trong ctia thudc ddi véi ngudi me.

T%C PONG CUA THUOC KHI LAI XE VA VAN HANH MAY
MOC

Din ngudi bénh thén trong khi l4i xe, sir dung may méc hogc lam
céc viéc khéc c6 thé gay nguy hiém, vi c6 thé chong mat, choéng
véng do ha huyét 4p.

Théng bdo cho Bic s nhitng tdc dung khdng mong muén
2ap phii khi sir dung thudc

TAC DUNG KHONG MONG MUON (ADR)

Cac tac dung khong mong mudn thudng nhe va thoang qua, hiém khi
phai ngimg thuéc.

It gap, 1/1000 < ADR < 1/100
Toan than: Mét moéi, dau dAu, chong mat, phi chan tay, tiét nhiéu md
hoi.
Thén kinh trung wong: Tinh trang kich dong.
Tiéu hoa: Khé miéng, budn nén, dau bung, trao nguoc acid, kho
tiéu, ddy hoi, chan an, tiéu chay.
Tiét niéu: Giam chirc ning thén, tang creatinin va nitrogen ure mau
(BUN), nhi&m khudn dudng tiét niéu.
Ho hdp: Viém hong, viém xoang, nhiém khuin dudng ho hép trén
(ho, sung huyét hozc dau tai, st, sung huyét mili, chay nuéc mii,
hét hoi, dau hong).
Xuong - khop: Pau lung, dau va co thit co.
Chuyén hoéa: Tang kali méau.

Hiém gap, ADR < 1/1000
Toan than: Phit mach.
Mit: Réi loan thi giac.
Tim mach: Nhip tim nhanh, gidm huyét ap hogc ngét (thudng gdp &
ngubl bj giam thé tich méau hoic giam mudi, diéu trj bang thudc loi
tiéu, diic biét trong tu thé dimg).
Tiéu hoa: Chdy mau da day - rudt.
Da: Ban, may day, ngra.

Gan: Téng enzym gan. .
Mau: Giam hemoglobin, giam bach cau trung tinh.
Chuyén hoa: Tang acid uric méu, ting cholesterol mau.

Hudng déin cdch xit tri ADR
Dléu tri ha huyét ap triéu chung: Ddt ngudi bénh ndm ngira, néu
cén thiét phai truyén tinh mach dung dich nudc mudi sinh 1y.

QUA LIEU:

S6 ligu lign quan dén qua lidu & nguoi con han ché.

Biéu hi¢n qua lidu cAp va/hodic man: Nhip tim cham (do kich thich
pho giao cam) hogc nhip tim nhanh, chéng mit, choang vang, ha
huyét ap.

Xir tri: Diéu trj tridu chimg va hd trg.

Cham séc hd trg: Nhing ngudi duge x4c dinh hoic nghi ngdr ding
qua liéu thube c6 chu dinh nén chuyén dén khim tdm thén.

PONG GOI:
Hop 3 vi— Vi 10 vién

BAO QUAN: Noi kho, nhiét do khong qua 30°C. Tranh anh sang
TIEU CHUAN AP DUNG: Tiéu chuén co sd.
HAN DUNG: 36 thang ké tir ngay san xuét.

sz

TRACH NMIEM TRON VEN

Dé xa tdm tay cira tré em.
Doc ky hwéng din sik dung trudc khi ding.

Néu cén thém théng tin, xin hoi y kién Bic si.
Sin xudt tai:
CTY CO PHAN DUQC PHAM SA VI Sawpharm J.S.C)
L6 Z.01-02-03a KCN/KCX Tan Thuén, Q.7, TP.HC
Dién thoai : (84.8) 37700142-143-144 Y
Fax : (84.8) 37700145

Tp. HCM, ngay ¢J théng / Zn
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