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M&u vi: Bosagas B0 (vi 10 vién nén)

Ngay( 9 thangQlnam 2013,

"',i =¥ P 6’.5 '
i bp-“ - X7 Lo F
, :;.0‘5"‘@5 e Ve
iy T B - W
o g0 -
. - v =
‘u.'“"ql# all M b x f-’i& w2

A Qui cach: 106 x 58 mm

Thiét ké

P. KD (kidu déng)

P. QA (ndi dung)

S YRy




Rx-Thude ban theo dom T HUGNG DAN S DUNG

BOSAGAS
THANH PHAN
M&i vién nén BOSAGAS 40 chira:
- Hogt chdr: Telmisartan ... 40 mg

T dhepre: Lactose monohydrat, Natri carbonat, Povidon K30, Namn croscarmellose, Magnesi stearat,
vira di | vién nén.
Mdi vién nén BOSAGAS 80 chim:
Hoct cht: Telmisartan ... _ 80 mg
- Td duyre Lactose monohydrat, Natn carbonat, Povidon K30, Natri croscarmellose, Magnesi stearat,
vira di | vién nén.

DUGC LYC

- Telmisartan i mt chit d6i khing dic hifu céa thy thé angiotensin 1l (typ AT1) & ca tron thinh
vi tuyén thugng thin.

- Telmisanan ngiin ¢An gin chi yéu angiofensin 1l vio thy theé AT1 & co trom mach mdu vi L
thiromg thiin, giy gilin mach va gidm tic dyng cia aldosteron. Thu thé AT2 ciing tim thily & nhiéu
nhumg khéing rd thy thé niy ¢6 lién quan gi dén sy dn dinh tim mach hay khing. Telmisartan ¢6 4 |
mhvﬁilimlhéhﬂﬁlﬂﬂﬁ]inmvﬁﬁulﬂhﬂ.

- Telmisartan cing cic chit dbi khing thu thé angiotelsin 11 khing irc ché gidng héa bradykinin, do d6
khang gdy ho khan dai dang vé vi viiy thudmg duoc ding cho nhilmg ngudi phai ngimg dimg thude irc
che ACE vi ho khan dai diing

~ O nguin, liéu 80 mg Telmisartan irc ché hiu nhu hoan toan ting huyét dp do angiotensin 1L Téic dung
irc ché: (ha huyét dp) duoc duy tri trong 24 gir va viin con do dupe 48 gitr sau khi udng. Sau khi udng
lidu diy tién, tic dung gidm huyét ap bidu hén tir tir trong vomg 3 gier diu. Thong thuimg, huyét ap
dong mach gidm t16i da dat duoc 4-8 tuin sau khi bit dau dicu try. Tac dung kéo dai khi didu tn 1du din
() ngun tang huyét dp, Telmisartan lam gidm huyét ap tdm thu va Gm treong ma khing thay d6i thn
56:; Tac dung chéng ting huyét dp clia Telmisartan ciing tuong duong v chc chong ting
huyét 4p khic.
xhimaéuniTehnmwmm@wmm&mmmﬂhumima&%.
nhung khdng cé hién tegng tng manh ey lad,

DUQC PONG HQC

- Telmisartan duge hip thu nhanh qua diimg tigu hoa Sinh khi dyng dbi duromg udng phu thuje
litu ding; khoang 42% sau khi ubng lidu 40 mp vi 58% sau khi ung lidy 160 mg. Su cb miil cda thire
in lim giam nhe sinh khi dung cia Telmisartan (gidm khodng 6% khi ding liéu 40 mg). Sau khi
udng, ndng d thufic cao nhat trong huyét twong dat duoc sau 0.5 1 gid.

- Hom 99% Telmisartan gin vao protein huyét twomg chil yéu vao albumin va ay-acid glycoprotein. Su
gin vao protein hing dinh, khéng bi dnh hudmg bén thay ddi lidu. Thé tich phin bd khodng 500 lit
Sau khi tiém tinh mach hofic ufing Telmisartan, hiu hét lidu d& cho (hon 97%) duoc thii trir dud dang
khéing ddi theo dwimg mét vao phén, chi lugng rit it (dudi 1%) thii qua nudc tiéu. Nim don théi trie
ciia Telmisarian khodng 24 gitr. Telmisartan duoc chuyén hoa thanh dang lign hop acylglucuromd
khéng hoat tinh, duy nhét thiy trong huyét twong va nude tiéu. Ubng Telmisartan vin liéu khuyén co
khiing gy tich 1oy déng ké vé lam sang.

- Dugc ding boc cia Telmisartan & tré em duwi 18 twdi chiea dupe nghién cim. Khong c6 sy khic nhau
vé dugre diing hoc & nguii cao tubi va ngutn duti 63 tudi. Nong 6 Telmisartan ons hoves e &
nit thuémg cao hom ¢ cam 2 - 3 lin, nhung khéng thiy ting 06 ¥ nghia vé dép img huyét dp hojc ha
huyét ap thé dimg & nit. Do vity khing cin diéu chinh lidu

- Suy thin nhe vi trung binh: khong cin phai didu chinh liéw Loc mau khing c6 tic dung thii trir
Telmisartan.

- Suy gan’ ndng 66 Telmisartan trong méu ing va sinh kha dyng tuydt doi dat gin 100%

CHi DINH

- Bgf‘hilan,ghuyéllp:cﬂthéd[mgdmdﬂchﬂcphﬁihqrpvﬂicﬂclhlﬁcchﬁnglinglwyétipkhic.

_ Cic chit ¢ khang thy thé angiotensin [1 cling c6 thé thay thé cac thube ire che ACE trong didu iri suy
tim (chi dinh chinh thirc) hodc bénh thin do dii thio duimg.

LIEU LUQNG VA CACH DUNG

Cdch ding: uong ngay | lan, khong phu thube bira an,




uéntun
Nguﬁn lém: 40 mg/1 ln/ngay. D&i véi | 56 nguéni bénh, chi cén lidu zml lin/ngay. Néu cin, co thé
ting 16i lidu ti da 80 mg/l ln/ngay. Telmisartan co thé két hop vai Ign tiéu loai thiazid. Trude
khi tiing liéu, cdn chi ¥ 14 tic dung chéng ting huyét &p 16i da dat dupc gilka tdn thir 4 va thir § ké tir
khi bt dily didu tr

- Suy thin: khmgt.in diéu chinh licu.

- Suy gan: muauygnnuhchuﬁcmIléulﬁngngiykhﬁngdimvmquﬁmmyl lin/ngdy.

- Npubi cao tudic khiang cin didu chinh lidu
Tré em dudi 18 tudi: dd an 1odn va hiéu qui chum xéc dinh duge.

CHONG CHIi DJNH
- Man cim véi bt cir thanh phiin nido ciia thude
- Phu nir mang thar. Ngwoi cho con bi

- Suy thin ndng.
- Suy gan ndng Tac mit =
THAN TRONG ]
- Theo ddi ndng do kali huyét, dic biét & nguin cao twdi va ngudi suy thin. Gidm lidu khéi ddu & nhimg & 15
bénh nhan nay, "HAN
- Ngwn hep van dong mach chil vi van hai li PHAI
- ﬂl}tﬂiwum]:lndplﬂ:uglﬂn o
fim sung :Iﬂ!'

- mumgg;m thétichwlmmhuyétdnlﬁn ia long, ding thudc loi niéu kéo dai, thim tach, ché dp 2"
&n han ché mudi) lim ting nguy co ha huyét épménchmlthmméuchlnhré:Imnnkyw&ckhl
MEImLMmhnﬁcgjﬁmdeﬂmdﬁdﬁdﬁkhmudiudﬁ

- Loé da diy - 1 tring thé hoat dong hodic bénh da ddy - rudt khic.

- Suy gan mirc d§ nhe va trang binh, K/

- Hep djng mach thin.

- Suy chirc néing thin nhe v trung binh.

- Thin trong khi 1ai xe, sit dung may moc hay lim vige . vi cb thé chong mat, chodng ving do ha
huyét ap,

TUONG TAC THUOC

e Chu‘udus&ileudanhgladﬁu[oanvahxulucmdmgﬁn¥MTcIM|samnvd:céc1hm6cuaché
ACEhoiccﬂcdlu&: chen beta-adrenergic. Telmisartan co thé 1am ting tic dung giam huyét 4p cia
cic thudc nay.

- Digaxm: ding dong thin vén Telmisartan ldm ting ndng d§ ciia digoxin trong huyét thanh, do dé phai
m&ﬁmﬁwﬂmmmmﬁumm&mamem dé tranh khi
n&n.gqua u di

- Cde thude lgn ticw 1am ting thc dung ha huyét 4p cia telmisartan.

- Warfarin: dimg ddng thiri vén Telmisartan trong 10 ngiy lam giam nhe ndng df warfarin trong méu
nhung khéng kim INR.

- Cde thudc Ioi tiéu gi kali- chié 85 bb sung nhiéu kali hodc dimg cimg cdc thudc giy ting kali huyét
khic c6 thé 1im ting thém tic dung ting kali huyét cia Telmisartan.

TAC DUNG KHONG MONG MUON

- Céc tic dung khing mong mudn thutmg nbe vi thodng qua, hiém khi phéi ngimg thude.

: .*:mﬁp.f'.fﬂf?ﬂ ADR < 1100

Todn thin: mé méi, dau diiu, chéng mat, phi chén tay, tiét nhicu mé hoi.

Thin kinh trung wemg: tinh trang kich déng.

Tiéu hoa: khd miéng, budn ndn, dau bung. trio nguve acid, kho tiéu, diy hoi, chan in, fa chiy,

Tiét niéu: gidm chirc ning thin, ting creatinin va nitrogen uré huyét (BUN), nhiém u:.mh. dutmg tiét

miéun

Hé hdp: viém hong, viém xeang, nhiém khudn dwimg ho hip trén (ho, sung huyét hodc dau tai, sbt, sung

huyé‘lmm,dtﬁynubcmﬂj hit hoi, dau hong).

— khop: dau ling, dau v co thilt co,

(.hu héa: ting kali huyét

— Hiém gap, ADR - 11000

Todn thin: phil mach.

Mit: rii logn thj gidc



Tim mach: nhip tim nhanh, gidm huyét ap hofic ngt (thuémg gap & ngudi bi gidm thé tich mau hodc
giam mudi, diéu trj bing thudc loi tidu, dac bidt trong tur thé dimg).
Tiéu héa: chiy méu da diy - ruit
Da: ban, miy day, npin.
Gan: tiing cnzym gan.
Miu: gidm hemoglobin, giam bach ciu trung tinh
Chuyén héa: ting acid uric huyét, ting cholesterol huyét
Thing béo cho bic si nhimg tic dyng khing mong mudn gip phii khi sir dyng thude.

QUA LIEU VA CACH XU TRi

S6 liéu lién quan dén qué liéu & nguiri con han ché

Biéu hgn qua lidu cap vihofic man: nhip tim chdm (do kich thich phé giao cim) hodc nhip tim nhanh,

chong mit, chong ving. ha huyét ap.

Xie tri: diéu tn) triéu chimg va hd tro.

Cham séc b trr nhimg nguii due xic dinh hofc nghi ngdr diing qua liéu thubc o6 chit dinh nén chuyén

dén khim tim thin. >

PHU NI’ €O THAL VA CHO CON BU

Liic c6 that o\

- Khdng nén ding Telmisartan trong 3 thing ddu mang thai. raéumfdinhmuhai,n&wﬂ%:
thudc khac trude khi co thai. v
Chong chi dinh ding Telmisartan tir sau thing thir 3 cia thai k§ vi thude tic dyng trve tiép lén
thong renin- angiotensin, c6 thé gay ton hai cho thai- ha huyét &p, suy thin co héi phuc, vo niu, g
san xuong s @ tré msinhiﬁ}-chéllhaihokm."susmh. It e 6i cia nguii me (co thé do gidm
chirc niing thin cia thai) ket hop vén co cimg chi, bién dang so mét va phéi gidm sin da duge thing
bdo. Khi phat hién c6 thai, phii ngimg Telmisartan cing sém cing ot W/

Ltk chir com b

- Chong chi dinh ding Telmisartan trong thisi ky cho con bi vi khdng biét Telmisartan c6 bai tiét vio
sira me hay khong D¢ dim bao an toan che tré bi me, phai quyét dinh ngimg cho con bi hodc ngimg
thude, tiy theo tim quan trong ciia thude dbi v nguai me.

LAI XE VA VAN HANH MAY MOC
Than trong khi ki xe. sir dung miy moc hodic lim cic viée khie c6 thé giy nguy hiém, vi o6 thé giy
_mguy hiém, vi c6 thé chéng mit, chodng vang do ha huyét dp.

BAO QUAN: Noi kho, dudi 30°C, tranh anh sang

ggnrnvnu:semgké tir ngay sin xudt. Khong ding thubc qua han sir dung.
NG GOI: Ep vi AVAL Hop 3 vi x 10 vién nén.

TIEU CHUAN: TCCS. \ QV

PE XA TAM TAY CUA TRE EM
THUOC NAY CHI DUNG THEO DON CUA BAC S
POC K¥ HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI ¥ KIEN BAC Si

L3

San xud tai:
CONG TY CO PHAN DUQC PHTM BOS TON VIET NAM
5643, Puimg s6 8, Khu cong nghigp Viét Nam - Singapore, Thuin An, Binh Duomg, Viét Nam
DT: 06503 769 606 - Fax: 06503 769 601

Binh Dwong, ngdy  thing  ndm 2013
_—FONG GIAM POC




