Compostion:

Each film-coated tablet contains: irbesartan 150mg
Exopients g1p

Indications, contra-indcations, dosage, admmnistration and
cther information: pleate read the intert paper inside.
Storage: beiow 3OC, protect from Sght.
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150mg

Irbesartan
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Thanh Phin

N&i vién nén bao phim chia Irbesartan 150mg

Ta Duoe:Vid,

Chi dinh, chéng chi dinh, Rk ding. cach ding va cac
thang tin khac xin doc trong td hudng din s dung
Bio Quan: khong qua 30°C, tranh anh sing
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(Fab. Abrunheira)

Viso no./ SDK:
Impaorter/ DNNK:

Specification: in-house
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4 x 7 tabs

Tidu chudn: Nhi sén xuft

©é xa tém tay tré em

Doc kj hudng dén sir dung trudk khi ding ,,,.3)

BTEROL

Irbesartan 150mg

VIEN NEN BAO PHIM

Manufacturer/ Nha sdn xudt:
ATLANTIC PHARMA - PRODUCOES FARMACEUTICAS, SA.

Rua da Tapada Grande, no2, 2710-089 Sintra, Portugal (88 Dao Nha)
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Mig. Date/ Ngay SX

=

ATLANTIC PHARMA
-Produgdes Farmacéuticas, S.A.
Ruo do Topada Grande, 2
ABRUNHEIRA

2710-089 SINTRA," ./,
Telef. 21 041 41(#21'“ '
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Visa no./ SPK:

Lot no/ SO 6 SX:

BTEROL

Irbesartan 150mg
Film coated tablets

BTEROL

Irbesartan 150mg
Film coated tablets

BTEROL

Irbesartan 150mg
Film coated tablets

BTEROL

beBartan 150mg
, \tféd tablets

Produgoes Farmaceutl

Exp. Date/ HD:

ab, Abrunheira)

ua da Tapada Grande, no2, 2710-089 Sintra, Portugal

Mfg. Date/ NSX:

TLANTIC PHARMA - PRODUGOES FARMACEUTICAS, SA

mcy ARMA
Al cas, S.A.

Rua da Tapcdo Grande, 2
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9710-089 SINT
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Rx Thuéc bdn theo don. Néu can thém théng tin, xin héi ¥ kién bdc st.
Poc ki hieomg dan sic dung (riede khi dimg. Dé xa tam tay tré em.

BTEROL
(Irbesartan 150mg)

THANH PHAN

M3i vién nén bao phim chira irbesartan 150 mg

Ta duge: lactose monohydrat, microcrystalline cellulose, croscarmellose natri, hypromellose,

colloidal anhydrous silica, magnesium stearat, titanium dioxide, macrogol 3350.

DUQC LUC HOC

Irbesartan la thube diing dirdmg udng c6 tic dyng irc ché chon lgc thy thé angiotensin [1 (thy thé

ATI1). Chen thy thé AT1 ciia angiotensin 11 gitip ngan chin toan b tic ddng cia angiotensin II

qua trung gian thy thé AT1 bat ké ngudn gbe holc dwifag téng hop angiotensin 11. Sy irc ché cé

chon loc cua thy thé angiotensin 11 (AT1) lam 1ing }ﬁg\ﬁ‘mlsin va angiotensin II trong mdu va |

giam ndng d¢ aldosteron trong mau. Mirc ting kali trong huyét thanh khong bj anh huimg c6 ¥ p:;':ﬁ;?c
ngha bai liéu khuyén cdo cia irbesartan trir khi ¢6 suy than vi/ hodc suy tim. Irbesartan khong I

{rc ché men chuyén (kinase I1), mdt enzym tao ra antiotensin 1l va 12 men tic dong [€n sy thodi .;f:
gidng cua bradykinin thanh céc chét chuyén héa bét hoat. Irbesartan khong phai chuyén thanh
ce chit chuyén héa d€ co tic dong ndy. Thc dung ha huyét dp phy thude vao lidu va ¢ khuynh
huéng khdng ha thém khi ubng mét lidu cao hon 300 mg/ngay. Néu ngimg diéu trj huyét 4p din
trés lai tri s& ban diu, khong ¢6 hién trgng bénh niing dot ngét khi ngimg thude. Téc dung chéng
ting huy&t ap cua irbesartan va thudc loi tiéu thiazid c6 tinh chit cong hop.

DUQC PONG HQC

Thude hdp thu nhanh qua ong tiéu héa vai sinh kha dung tir 60 — 80%. Thirc n khong lam thay
ddi nhidu tinh sinh khé dung cta thude.

Thudc duge chuyén héa mdt phan & gan dé tgo thanh cc sin phim khong c6 hoat tinh. Néng 49
dinh trong huyét twong dat dugc trong khoang | — 2 gir sau mot lidu ubng. Nong dd thude trong
mau dat dén trang théi can bing n dinh sau 3 ngdy udng thude. Irbesartan lién két véi 96%
protein huyét trong. Thé tich phin bé cta thude vao khoang 53- 93 Iit. Thudc thai trir qua mét va
nuée tiéu. Sau khi ubng, khoang 20% thude thai trir qua nudc tiéu dang chuyén héa va dudi 2%
& dang khong chuyén héa. Nira dai ban thai 1a 11 - 15 gio.

CHI DINH

Tang huyét 4p nguyén phat.
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Bénh than teén bénh nhin dai thio dudmng tuyp 2 ¢b tang huyét dp.

LIEU LUQNG VA CACH DUNG

Ngudi 16n: liéu thudmg dung khoi déu va duy tri 13 150 mg/lan/ngay, ¢6 thé ubng trong, tnrdc
hodc sau bira &n.

Liéu 150 mg/lin/ngay cho phép kiém soat huyét 4p trong 24 gid t6t hon liéu 75 mg. Nhung lidu
75 mg/lan/ngdy duge chi dinh cho bénh nhin phai loc mau hofic ngudi trén 75 tudi.

Néu lidu 150 mg/lin/ngdy khong di dé kiém sodt huyét dp thi c6 thé ting lidu 1én 300 mg/ngay
hodc ding thém mdt thude chdng ting huyét dp khac, nhw irbesartan véi mot thude lgi tiéu nhu
hydroclorothiazid s& thu dugc mdt tac dung ha huyét ap cong hap.

Bénh than & bénh nhan dai thio dudng tuyp 2 ¢6 tang huyét dp, liéu khai dau 1a 150 mg/lan/ngay
chinh l&n 300 mg/lan/ngdy nhu 13 liéu duy tri.

Suy thin: khdng cin diéu chinh liéu & nhimg ngudi bénh suy thin. Véi nhimg ngudi bénh phai
loc méu liéu khoi déu 75 mg/ngay.

Suy gan: khdng cdn didu chinh lidu & ngudi bénh suy gan nhe va vira. Chua c6 kinh nghi¢m 1am
sang v&i ngudi bi suy gan ning.

" T]

Tré em: chwa xdc dinh duge tinh an toan va hiu qua clas w trén tré em. Fa
2 ‘\4 fop

CHONG CHI PINH )
Qua min véi mt trong cac thanh phin ctia thube. o

Phu nir c6 thai va dang cho con bil.

LUU Y VA THAN TRONG DAC BIET KHI DUNG

Giam thé tich mau: & nhimg ngudi bénh bj giam thé tich mau nhu mdt mudi va nuéc do dung
nhém loi tiéu manh, tiéu chiy hodc ndn kéo dai. Can thiét phai diéu trj giam thé tich mdu trude
khi cho ding irbesartan.

Hep déng mach thin: vai ngudi bénh bj hep ddng mach thian khi ding irbesartan ¢6 nguy co tut a
huyét ép nding va suy giam chirc ning than.

Ghép thén hofic suy thin: ¢in phai thin trong v&i nhitng ngudi bénh nay. Kiém tra thuong xuyén
ndng do kali va creatinin huyét 12 cin thiét.

Kali huyét cao: ¢6 thé gap hién wong ting kali huyét khi diing irbesartan dic biét 1a & nhimg
ngudi bénh ¢é chirc ndng tim, thin kém. V6i nhitng ngudi bénh niy nén thudng xuyén kiém tra
kali huyét. Tranh ding ddng théi irbesartan véi thude lgi tiéu giir kali.

Cudng aldosteron tién phat: nhirng ngudi bénh cudmg aldosteron tién phat thuomg khong dap (g
véi céc thube ha huyét 4p tac dung thdng qua (¢ ché hé renin-angiotesin nén irbesartan ciing
khong ¢6 tac dung trén nhirg ngudi bénh nay.
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Cling nhu céc thube gidn mach khic: irbesartan phai diing thin trong trong cic bénh nhu: hep
van dgng mach chii va hep van hai 1, bénh co tim phi dai tic nghén.

Noi chung irbesartan phai ding thén trong cho ngudi bgnh ¢o truomg lye thanh mach va chire
ning thdn phu thudc chii yéu vido hoat dgng ciia hé renin-angiotensin-aldosteron: nguy co ha
huyét 4p manh, 46t ngdt d€ gy nhdi méu co tim hodc tai bién mach mau nio.

Vi thude ¢6 chira lactose, ngudi c6 vén dé vé dung nap galactose, thiéu men lactase hodic khdng
hép thu glucose-galactose khéng nén ding thude.

TUONG TAC THUOC

Vi cic thube chong téng huyét dp khic: céc thube chdng ting huyét dp khac ¢6 thé 1am ting tac
dung ha huyét ép cia irbesartan. Mic dis viy, irbesartan viin ¢6 thé két hop duge véi cic thube
chéng tang huyét dp khic nhu cic thube chen beta, chen calei hodic cie thude lgi tiéu nhém
thiazid, Mgt diéu tri trude bing thude loi tidu & lidu cao ¢6 thé tao ra hién tugng gidm thé tich
méu va nguy co tut huyét 4p khi ding irbesartan,

B sung kali hojic cic thude l¢i tiéu gitt kali: ding dong thdi irbesartan vdi cdc thude l¢i tiéu giir

kali hogic bd sung Kali ¢6 thé [am ting ndng do Kali huyét, =
Lithi: ting ndng 49 lithi huyét thanh va déc tinh c6 thé hdi phue duge di duge béo cdo khi phéi 1ac
hop thudc trc ché men chuyén. Boi vi trong tae thude chura duge xéc dinh véi irbesartan va chua -
6 thé logi trir dugc nén van phai theo ddi chit ché ndng d lithi huyét thanh. % 5'
PHU NU CO THAI VA CHO CON BU i

Thoi ky mang thai: chéng chi dinh ding thuée cho phy nit dang mang thai. Trong 3 thang diu
ctia thai ky chdng chi dinh do thin trong. Trong 3 thing gitta ho#o,3 théing cudi cita thai ky c6 thé
anh huémg tryc tiép lén hé thong rennin-angiotensin, gy su}?‘% i bao thai holic tré so sinh,
bién dang so mat, tham chi 1am chét thai. Khi phat hién c6 thai, ngirng thudc cang sém cang tot,
néu di diing thude trong mjt théi gian dai, can kiém tra chup s va chirc niing thin bing siém am
cho thai nhi. ’
Thési ky cho con bi: chdng chi dinh ding thudc cho phy nir dang cho con bi.

ANH HUONG CUA THUOC DEN KHA NANG LAI XE VA VAN HANH MAY MOC

Khi 14i xe va viin hanh mdy méc can chi ¥ than trong vi thube gdy chéng mat. Thinh thodng c6

thé xay ra mét 14 trong théi gian diéu tri tfing huyét dp.

TAC DPUNG KHONG MONG MUON CUA THUOC

Thuimg gap, ADR > 1/100

Chéng mit, nhirc ddu, ha huyét ap thé dimg lién quan dén lidu ding.

Tut huyét 4p ¢6 thé xdy ra, dic biét & ngudi bénh bi gidm thé tich méu. Suy than va giam huyét

ap niing khi ¢6 hep dong mach thin 2 bén.
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It gap, 1/1000 < ADR < 1/100

Ban da, may day, ngira, phit mach, ting enzym gan. Tang kali huyét, dau co, dau khép.

Hiém gap, ADR < 1/1000

Ho, rdi loan hd hap, dau lung, ri loan tiéu héa, mét moi, giam bach cau trung tinh

Théng bdo cho bdc sy bit ky tac dung khéng mong muédn nao gip phdi trong qud trinh si
dung thube.

QUA LIEU

Lidu t6i 900 mg/ngay diing cho ngudi 16 trong 8 tudn khdng gay bét cir mdt ddu hidu doe tinh
céip ndo. Trong trudng hop qua liéy, tridu chimg 1am sang nhiéu kha ning xay ra 12 ha huyét ap
va nhip tim nhanh. Nhijp chdm ciing cé thé Xay ra.

Chura ¢6 liéu phép dic hi¢u trong qua trinh diéu tri qua lidu irbesartan. Ngudi bénh cin dugc theo
ddi nghiém ngit, didu tri triéu chimg va trg lyc. Mot s6 bién p hé ap dung nhu gy néon,

va/holic rira da day, ding than hoat tinh. Khong thé loai bo irbe Z&i

HAN DUNG

2 nam ké tir ngdy san xuit

bing cach loc mau.

BAO QUAN st N dicas, S.A.
Noi khé mét, dudi 30°C, tranh 4nh sing | : -
TIEU CHUAN: b

e ———

Nha san xuét

DANG DONG GOI

¥ % \ TUQ. CUC TRUONG
Hop 4 vi x 7 vién nén bao phim P rRl,('Jr\(. PHONG
NHA SAN XUAT

t{‘m yin /fr(g Yf'riizf/
ATLANTIC PHARMA - PRODUCOES FARMACEUTICAS, SA (FAB. ABRUNHEIRA)

Rua da Tapada Grande, n°2, 2710-089 Sintra — Portugal.

ATLANTIC PHARMA
Produgdes Farmacéuticas, S.A.
Ruo do Topada Grande, 2
ABRUNHEIRA
2710-089 SINT ’
Telef. 21 041 100710l




