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1. Thanh phan hoat chat:
Irbesartan...............cooooiiii 150mg

2. Thudc nay la thudc gi
Chét d6i khang thy thé angiotensin II.
3.  Chi dinh diéu tri:
Tang huyét ap nguyén phat,
Diéu tri bénh thin dai thao duong & nguoi 16n bi ting huyét ap va dai thao
duong typ 2 nhu 12 mot phan caa liéu phap diéu tri ting huyét ap.
4. Liéu dung va cich dung:
-Céch dung: duong udng.
-Liéu ding:
Tang huyét ap: Liéu khai dau 1a 150 mg, ngay 1 1an. Néu can, c6 thé ting 1én
300 mg, ngay 1 1an. V&i nguoi cao tudi (trén 75 tudi), bénh nhan c6 giam thé
tich mau hodc bénh nhan dang chay than nhan tao, cé thé can nhic dung liéu
khoi dau 14 75 mg, ngay 1 1an. Diéu tri bénh than & bénh nhan dai thao duong
typ 2 c6 ting huyét Liéu ban dau nén dung 13 150 mg, ngay 1 lan. C6 thé ting
1én 300 mg, ngay 1 lan dé duy tri.



Nguoi suy than: Khong can chinh liéu. Liéu khoi dau 75 mg dugc khuyén cio
cho bénh nhan chay than nhan tao.
Nguoi suy gan: Khong can chinh lidu trén bénh nhin suy gan mic d6 nhe dén
vua.
Nguoi gia: Khong can chinh liéu trén ngudi gia. Co thé xem xét lidu khoi dau
75 mg v6i bénh nhan trén 75 tudi.
Tré em: Tinh an toan va hiéu qua khi dung irbesartan cho tré em 0 - 18 tudi
chua ro.
Chong chi dinh:
Qu4a man véi irbesartan.
Phy nit mang thai 3 thang giita va 3 thang cudi.
Phoi hop voi san pham chira aliskiren trén bénh nhan dai thao duong hoic
suy than (GFR < 60 ml/phat/1,73 m2).
Téc dung khéng mong mudn
Thuong gap
Than kinh: chéng mat, chong mat khi thay doi tu thé.
Mach: ha huyét ap tu thé.
Tiéu hoa: non/budn ndn
Co xuong: dau co xuong.
Toan than: mét moéi.
Twong tic thudc
Cac thudc 1oi tiéu va cac thude chong ting huyét ap khac: Cac thudc chdng
tang huyét 4p khac c6 thé lam ting tac dung ha huyét ap cua irbesartan. Tuy
nhién, irbesartan dugc ching minh an toan khi phdi hop véi thubc chéng
tang huyét ap khac nhu véi cac thudc chen beta, cac thude chen calci 6 tac
dung kéo dai hodc cac thudc loi tiéu thiazid. Piéu tri trudc bang thude loi
tiéu lidu cao c6 thé gy giam thé tich mau va nguy co tut huyét ap khi bat
dau diéu trj bang irbesartan.
San pham chua aliskiren va thudc (rc ché men chuyén: Cac dir liéu thir
nghiém 14m sang cho thdy khi phéi hop cac chit tc ché men chuyén voi
thudc trc ché thy thé angiotensin II hodc aliskiren 1am ting tan sudt gip cac
ADR nhu tyt huyét 4p, ting kali huyét va suy giam chirc ning than (bao
gdm suy than cap) so voi chi dung cac nhom thude nay don doc.
Ché pham chira kali hodc thudc loi tiéu gitt kali: C6 thé gay tang kali huyét.
Lithi: Tang khong hoi phuc nong do lithi trong mau va ting doc tinh cua

lithi d3 dugc bao cdo khi phdi hop véi cac thude e ché enzym chuyén. Cac



tac dung tuong tu cling di ting xay ra voi irbesartan, tuy rat hiém gap, vi
vy nén tranh phdi hop nay. Néu can phdi hop, phai theo ddi chit ché nong
d6 lithi huyét.
NSAID: Khi cac chat d6i khang thy thé angiotensin II dugc dung dong thoi
vo1 NSAID (vi du cac chit wrc ché chon loc COX-2, Acid Acetylsalicylic (>
3 g/ngdy) va cac thubc NSAID khong chon loc), tac dung chdng ting huyét
ap cua irbesartan co thé bj giam. Ciing nhu voi cac thudc e ché men
chuyén, viéc dung dong thoi cac thude ddi khang thy thé angiotensin II va
cac NSAID lam ting nguy co t6n thwong chirc ning thin, cé thé dan dén
suy than cap va tang kali huyét, dic biét trén bénh nhan di c6 suy chirc ning
than tir trudce. Viée phéi hop phai than trong, dac biét 1a & ngudi cao tudi.
Nguoi bénh phai duoc uéng nudc day dii va theo ddi chie nang than sau khi
bat dau phdi hop va dinh ky sau do.
Cac tuong tac khac: Trong cac nghién ctru lam sang, dugc dong hoc cua
irbesartan khong bi bién do6i khi ding dong thoi véi hydroclorothiazid.
Irbesartan dugc chuyén héa cha yéu béi CYP2C9 va mot phan it hon bai
qua trinh lién hop glucuronic. Khong thdy c6 twong tac dugc dong hoc va
duoc lyc hoc dang ké khi irbesartan duogc dung déng tho1 vo1 warfarin 1a
thudc chuyén hoa qua CYP2C9. Tac dung cia cac chat cam tmg CYP2C9
(nhu Rifampicin) dbi v6i duoc dong hoc cua irbesartan chwa dugc danh gia.
Duoc dong hoc cua Digoxin khong bi thay d6i khi uéng cung irbesartan.
Duwoc dong hoc:

-Hap thu

Irbesartan hap thu nhanh qua duong uéng véi Sinh kha dung tir 60 - 80%.

Cmax dat khoang 1 - 2 gid sau mot liéu uéng Nong do thude trong mau dat

trang thai cAn bang 6n dinh sau 3 ngay udng thudc. Thirc dn khong 1am thay do6i

nhiéu dén sinh kha dyung cta thude.

-Phén b

Thudc lién két v6i khoang 96% protein huyét twong Vd 13 53 - 93 lit. Nghién

ctru trén dong vat cho thiy thudc it qua hang rio mau - ndo va nhau thai, tim

thiy irbesartan trong sita me khi nghién ctru trén chudt céng.

-Chuyén hoa

Sau khi uéng hodc tiém tinh mach irbesartan 14C, 80 - 85% thudc ton tai trong

vong tuan hoan dudi dang khong d6i. Thude chuyén héa & gan nhd qua trinh

lién hop glucuronic va oxy hda. Qua trinh oxy héa chu yéu qua xic tic cua



9.

isoenzym CYP2C9 cia cytochrom P450. Chat chuyén hoa chinh cia thudc
irbesartan glucuronid (xap xi 6%).

-Thai tru

Thudc va cac san pham chuyén hoa duoc dao thai qua mat va nudc tiéu. Sau khi
ubng hodc tiém tinh mach irbesartan thay khoang 20% luong thudc thai trir qua
nuéc tiéu, phan con lai 14C khoang 80"%) qua phan. Mot luong nhé dudi 2%
cta lidu diéu trj dugc dao thai qua nudc tiéu dudi dang khong bién ddi. Nira doi
thai trir ctia thude 1a 11 - 15 gio.

-Dugc dong hoc ¢ doi tuong dac bigt

Suy than Dugc dong hoc cua irbesartan khong thay doi dang ké & bénh nhan
suy than hoac ngudi dang loc than nhan tao, Irbesartan khong dugc dao thai boi
loc mau,

Suy gan: Dugc dong hoc cia irbesartan khong thay doi dang ké & nguoi suy
gan nhe va vura. Chua c6 dir liéu & nguoi suy gan nang.

Nguoi gia: Nira doi thai trir cia irbesartan khong thay doi dang ké & nguoi gia,
nhitng AUC va Cmax tang cao hon 20 - 50% so v&1 ¢ nguoi tré.

Chung toc: O nguoi da den, gid tri AUC tang 1én khoang 25% so v6i nguoi da
trang, khong c6 sy khac biét Cmax

Gioi tinh: Khong khéc biét vé nira doi hodc tich lily, nhung ndng d6 irbesartan

tang 1&n & nir gio1 (11 - 44%).

Tai liéu tham khao:
T& huéng dan st dung thude
Duoc Thu Qudc Gia Viét Nam



Doc ky hudng din sir dyng trurde khi dong.
Dg xa tAm tay tré em.

Théng bdo ngay cho bdc sy hofic dugc sy nhirng
phan irg cd hpl gip phil khl sir dung thuéc.

1. Thanh phiin céng thirc thudc

1.1.  Thanh phAn hoat chét
MBI vien nén baoc phim chira 150 mg irbesartan

hodc
MBI vidn nén bao phim chira 300 mg irbesartan

1.2. Thanh phin ta dugc
Mihn nédn: Mannitol. hydroxypropyl mathylcollulose,
collulono Vi Nk 1h, carboxymoithylcoliulioso natri silico,
gol dal kh_ﬂn. r:\nnnnulum atoorol. ~

oo phim: Tilnnium dioxil, polyothylone gi o
hydroxypropyl. hydroxypropyl molhyl-l:—oll?;!‘:;{::: celintel
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3. Chla‘.llnh
I Bldu i tang huydt dp vo can.
* Bldud bonh than & bonh nhon tang huyétﬂﬁpd‘éaha
Ao (S5 s c
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4. Cach diang, l18u dan
Cach dung: " 2
Nen udng véi mol lwong nuée vira aa (mMSt Iy Nirgrc).
C6 thé ding ciing wél thire an hosic khdng.

Lidu dong:
Lidu kha&T dAu va duy trl duge khuyédn cao théng
thuderng & 150 mg Mot 1An mdi ngay. Nhin chung,
Irbesartan vl & n m3i ngay kidm soat
ap trong 2 o 16 horn so wéd HBu 75 mg. Tuy
nhién, lidu khdl dlu 75 mg c6é thé dugc can nhic, dac
bigt & nhirng b&nh nhan chay than nhan tao va & nguréri
rén 75 tudi.
nhirng b&nh nhan khong kidm soat duoc véi lidu
150 mg mot 1Adn m8i ngay, ¢ thd tang lidu irbesartan
12n 300 mg, hodic c& thé st dung thém cac thudc ha
ap khac. Trong do, vigc them cac thudc lgri idu nhur
hydrochlorothiazide da cho thdy c6 tac dung higp déng
v irbesartan (xem phin 4.5)

LT

S benh Nhan dal théo dudng type 2 co 1Eng huyét ap,
nen khéi ddu didu trfi 150 mg Irbesaran mat A0 md|

ngay, sau dé didu chinh adn 300 mg Mot An mdi ngay
trong didu trj heng than. Vigc phat héen

udng lype 2 cd tang huyét ap 1a dyra tran nhong
T i S

a 5
BR MUG UBU (xem phdn ;:;hr nEC8ERtuioS oy

Suy than: Khéng cln chinh N&u adi vei bénh
Nhan suy chirc nang than, Lisu khé‘i’alazrzﬁgg e s

mg) 6 thd dugec can nhac Aol weri nhirmg bénh nhan
dang chay than nhan tao.

Suy gan: Khong cln chinh lldu a8l w&i nhorng bénh
Nhan suy gan mdrc dd vira va nhe. Khang co kinh
nghlem fam sang g8i w&i nhrng bénh nhan suy gan
n@ng.

B&nh nhan I&n wdi: Mic da nén can nhic khéi dAu
disu tri v&i 75 mg & nhirng bénh nhan trén 75 tudi
nhurng thurdng khong cin chinh lidu A8 wéi nhang
b&nh Nhan l&n tudi.

B&oh nhi: rbesartan khong dugc khuyén cto sor dung
cho iré em va thanh thidu nién vl khéng do dor 18u wvé
higu qua va I an todan (xem phin 4.8, 5.1 va 5.2)

5. Chéng chi dinh

MIn cam v&i hoat chét hodic véri bét cdr thanh phén ta
durgrc nao cda thubc,

S dung thudc & 3 thang gidga va 3 th&ng cudi cda thal
k¥ (xem phan 4.4 va 4.6).

Suy than nang (49 thanh thai creatinin <30 mi/phat).
Giam kali huyét, tadng can-xi huyét khé hsi phuc.

Suy gan nang, xo gan mat, & m:

Chéng chi dinh diang ddng th&i irbesartan véri cac thudc
©6 chira aliskiren cho b&nh nhan dal thao duédng hodc
suy than (GFR < 60 mifphat/1,73 ma2).

6. Cdnh bdo va than trong khi sir dung thudc:

Gidm thé fich nof mach: Ha huyél 4p triéu chirng, d&c
bigt sau lidu dau tién, cé thé xdy ra & nhirng bénh nhan
©& gidm thé tich va/ hosc natrl do dang ligu phap loi
tigéu manh, kiéng mudi nghigm ngat, tieu chay hodc Nndn
Gi. NhGrng tinh trang nay nén didu chinh trudic khi sor
duyng Irprestan.

Tang huydt &p do déng mach than: Tang nguy co ha
huyét &p n@ing va suy than khi bénh nhan hep déng
mazch than hal bén hosic hep ddng mach trén mot than
chirc ndng duwgc digu ir] vél cac thudc tidc déng trén hd
Renin-Anglotensin-Aldosterone. Trong khi khang c& tai
li¢u eda irbesartan, tadc dyng lurong tyr nén duec ludng
trudre vl cdc thubc ddi khang thy thé Anglotensin Il.

Suy than va ghdp than: Khi si dyng Irbesartan Lrén
banh nhan suy chirc ndng than, theo d&l dinh ky néng
do kall va creatinin huyét thanh dugc khuydn cao.
Chuwa cé kinh nghiém vé viéc sir dung irbasartan trén
nhing b&nh nhan mdi ghép than.

Bénh nhan dal thao dudrng type 2 o tang huysl ap va
bonh thin: Tac dyng cda irbesartan rén ca 2 bidn
han va tim mach khtng nhw nhau & céc phan nhéem
trong Mot phan lich dwoc thirc hien khil nghlén ciru wer
cac bénh nhan banh than Uén ridn. Nl réng, it tac
dyng (huan Igl rén phu Nt va nhomg 48l Wwong khang
phal nguéd da tréng (xem phén 6.1)
Tang kali mau: Cong nhur cac thubc tac dong lon he
Ronin- Angiotensin-Aldosterona khéc, 18na kall may cs
1hé xay ro trong qud trinh dldu tr] val Irbesartan, agc
BiGt khi cé& suy 1hBn, dam nlsu rd do benh thon & bani
AnAn dal thao duéng, v/ hodc suy tim. Khuyén can
cén thoo dol sat kall huyét thanh & nhong b&nh nhan
o6 npguy oo (xam phin 4.5)

Lithiurm: VI8c két hop giCa lithium va irborsanan 1a
khong duwoc khuyén cao.

Heop dong mach chd va hop van 2 {4, benh co tim phi

daf tdc nghén: Nhu cac thubc glan mach khéac, dac blat

th&n trong khi chi dinh cho cac bénh nhan bj hep dong

mach chd, hofic hep van 2 14 hofic bgnh co tim phl dal
c nghén.

Cudng aldosterone nguyén phat: Mhirng b&nh nhan

IR Thude nay il oo thoo dor hiide

IRPRESTAN 150mg
IRPRESTAN 300mg

Vién nén bao phim

ap
cudvrng aldosterone nguyén phat ndl chung, kh@ng [}
trng v&i cac thudc ha ap hoat ddng théng qua e ché
hé renin-angiotensin-aldosterone. Do dd, viéc sir dung
irbesartan khéng dugc khuydn cdo.

Iyre
& . & nhorng b&nh nhan cd trurom
Inargm?r;é:‘:h&c nang than phy thudc chid yiu wao
céAc hoat déng cda hg renin-angfolensin-aldosterone
(b hgnh nhan suy {im sung huyét nang. S
bé&nh than tém an, ké ca hep dgng mach than),
tri bAng thudc c ché men chuyé&n angiotensin hodc
c&c thudc ddl khang thy thé angiotensin Il 1am ag
hudng dén hé théng nag/ da gy ra ha huyét ap cdp
tinh, tAng ure huyédt, thidu nldu. hodc hidm khi
e R T VLR hEE SRR <s Bonn v
i
khac. glam By O ks bonh tim mach thibu mau cuc
thidu e GBn asn nidl mau cor tim hodc ddt quy.
B0 0 funn sal cac (husc o ché men chuyé&n
. Man va th
““El.‘ig"’::é?m'é‘."‘;fif’kmc dur&ng nhir t hieu qua trong
e o huyédt dp & nhirng nguad da don hon & noLre
Hrana Phal do dan, cé thé vl by 16 tinh trang ronin thap
:;no non trong don sd wWng huydtl Ap da den.

B8adnh nhi: Irbesartan da dugc nghlén cdru trén cdc bénh
nhl Wr 8 twdl adn 16 twdl rlhu-ng dor lléu hign tal 1a khdng
aa dd ding he viée mé réng didu irj cho tré em cho dén
Kkhl €6 tham nhidu dir 18U cé giad tri.

Thol ky: IKhdng sir dung cac thudc tre

8 thiy Anglotensin il (AllRAS) trong khl mang thal. Trir
KNl UED tuc aidu tr] vérl AlIRAS Auoc xam 1 it ybu,
p@Mh Nhan dy dinh mong thal Non duroc ady ]
Ieu phap ha huyét ap khac ma dd an toan dé sdr
dung trong thai ky da dugc xdc lap. Khi dugc chdn
doan cb thail, nén ngung didu tri v&i AlIRAsS ngay 1ap
tre, va, ndu thich hop, nén bt ddu lidu phap thay thé.

7. St dung thudc cho phu nir ¢ thal va cho con b
Sur dung thudc cho phy NG oo thal:

Vige s dung AlIRAS khong dugc khuydn céo trong ba
thang dau cia thal ki (xem phin 4.4). VIgc so dung
AlIRAS |a chéng chl dinh trong 3 thang gitra va 3 thang
cudi cha thal ki (xem phin 4.3 wa 4.4).

Bang chirng djch t& hoc vé nguy cor gay quai thai sau
khi liép xuc v&i cac thudc vrec ché men chuyén trong ba
thang daAu cia thai ky chwa durge két luln, tuy nhién
mt sy gia tdng nhd trong nguy co cé thé khdng dugc
logi trr. Trong khi khéng cd div liéu dich 1& ddi chirng

nguy co véri cac thudc rc ché lhlg Angiotensin 1l
(AIIRAS), Nnguy cor tuong ty b thé ton tal cho cic thudc
nay. Trir khi didu tr idp lyc véi AlIRAs duge xem ia
thidt ydu, b&nh nhan dir dinh mangél;al n?gadﬂc d._ré

a n =,
e e ""aﬁ%’é“,f‘a?{ép. Izh‘l’:cjluvc chén
thal, aldu tr| véi AlIRAS nén dugc ngurng

So%n EETEG b L T oas At ARG e s

B warl AlIRAS trong 3 thang gitra va 3 thang cudl
c&eauul.r;ini ki dugc biét gay ra AhiBh ddc bao thal (giam
churc nang than, thidu i, cham cét hda xuong so
nhi&m ddc so sianh (sal;v than, tut huwyédl ap, 1Eng kall
mau), { xem phan 5. 4 .
> ép xa::‘:ral AllRAs trong 3 thang gitra cla thal ki,
ki&m tra chire nang than va xwuong s dugc
kKhuyén cao.
Cac tré c6 me sir dyung AllIRAS nén daugre theo doi séat
tut huydl ap (xem thém phin 4.3 va 4.4%.

e e,

S dung thudc cho phy N Tgang con ba:
Wl khéng co6 théng tin v& viec sir dung irbesaran trong
théri gian cho con ba, irbesartan kKhéng dugc iy én
cdo va wu tien nhong lva chon didu if an toan hon cho
vigc s dyung trong theéri gian cho con b d3 Jurgrc xac
dic blgt trong khi cham sSéc tré so sinh va tré sink
thidu thang.

8. Anh hurdng trén kha nang didu khidn tau xe va
van hanh may méc

Khong c6 nghién coru nao dur thyre hign vé anh
huding trén kha nang didu khg tau xe. Dwra trén cdc
déc tinh durere e hoc, irbesartan hlnh nhw khong dnh
huréng dén kha nang nay. KKhi didu khidn tAu me. wa van
hanh may méc nén duec Iy ¥ réng thinh thoang cé thé
hoa mat hodc mét mal.

9. Twong tac, turong ky cia thudc

8.71. Twong t&c

Thude Iof iéu va céc thudc h.g huydt ap khac: Céc
thubdc ha huydt ap khac oo thé Iam tang tac dung ha
buyét 4p cilra Irbesartan; Tuy nhién, irbesartan da durorc
sir dung Mot cach an toan v cac thudc ha huyét ap
khac. nhu cac beta-blocker, cac thubc chen kKanh eamn-
xi tadc dung kéo dai, va cac thudc Igi Udu thiazlde . Bib,

tri trurdre véri cac thudc g tdu lIdu cao co thd dAn Aa&n
glam th& tich va cé nguy co hzhuyét ap khi bat giu
didu tr v&i irbesartan (xem phan 4.4).

3 6 co tac ddng dén
he renin-angiotensin, sir dyung ddng therd cac thudc o

L Sc bd sung kali, cac chat thay thé
6l cé chira kall hoac cac thubc khac cd tha lam 1a
néng dg kali huyét thanh (vi dy nhue heparin) co thé din
dén tang kali huydt thanh va, do a6, khéng khuyé&n cao
(xem phan 4.4).

Lithium: Tang c6 thé hdl phyc ndng d& Withium huyét
thanh va ddc linh da duoc bac cao trong vigc diang
gSng thai lithium vérl cac thubc dre ché men chuydn
angioctensin. Cac anh hudng Wwong W v&i irbesartan
cho dén nay da dugc baoc cao rat Niém. Do o, sSur két
horp nay khaéng dugc khuyén cao (xem phan 4.4). Néu
wigc két hep chirng minh cAn thidt, nén theo dal cAn
than ndng do lithium huyét thanh.

g

Céc thude khédng widm non-steroids: Khi cac thudc sl
khéng anglotensin Il Juge sdr dung ddng theri v cac
thudc khéng viém khdng sterold (tdrc 14 cac thudc vre
ché chon loc COX-2 , acelylsallcylic acid (> 3g / ngay)
va NSAIDs khong chon loc), cd thd Am giam hiéu qua
ha huyét ap.

Cong nhu cac thudc oo chd men chuydn, sor dung
adng therl cac thudec adl khang nngio:u:ﬂsln :!
m

MNSAIDSs c& L1hé diin ddn tlng nguy co

dng thon, cé thd b suy th
:::rﬁ;ok:-nnr?uy t thanh, gac BISLI & nhino Banh nhan
cé chire nang n kdm trrdrc. Sur két hop na

y cAn

W diung mdt cach than trong, ddc bidt 1A & ngurdrl
-1H Egnh nhan Nnén dugc cung P nudc JAy J0
va chn lheo dbl chivrc nding thin sau khl bat adu gidu tri
phél hop, va dinh ki sau dd&.

Théng tin bd sung vé cé&c tuong lac cha frbesartan:
Trong cac nghldn ciu lam sang, dugc ddng hoco cla
Irbesartan khéng b} &nh hwédng bdh hydrochlorothiazide.
Irbesartan dwge chuyén hda chia yéu do CYP2CS wa
mot mire dd thép hon béd lign hop vél acid giucuronic.

_.L__
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Khéing o6 wrang the duoe Aadng hoc hode dur

hoc céd y nghia Al Aurgre: quan sal khi si?dun:z 444
i Irbasanan v wardarnn, mot thude durge ehuylin
hoa bivi CYP2C9. Nhirng Anh hurdrng cia 1ac nhin oa
™m CYP2CH nhir rifamplcin tréin durgre adng hoo ct'mﬂ >
IMbesanan chua duoe danh gia. Duge ddng hoc cia
diaoxin khéng bi thay abi khi sir dung Adng 1hér wéri
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ngung thude do b‘dl Ky b?ﬁn c‘HAnZLﬁfn‘ﬁﬁ.:’g""ﬁi.o b\
1am sang ha-g 61 nghlém & nhom didu tri wérl Irbesartan
(3.3%) 1 thap hon so véi nhéem didu tri gia duoc
(4.5%). Ty 18 méc cac bibn ob nghldm trong khang lign
quan dbn liku dang (trong gidi han lidu khuyén cao),
gitri tinh, Wi tac, ching 19 hodic theri gian didu tri.

& nhirng bénh Nhan 1Ang huyédt 4p cé vi dam nidu va
chire n&ing 1han binh thurdmg, chéng mgl do thay adi
tr thé va ha huyél ap do thay dbi tu thé duge bao cdo

trong 0.5% (tirc 1a khéng thurérng g&p) nhung cao hon
ala durore

Danh sach sau day trinh bay phan dng thubc b

duoc béo cAo trong cac !ht}yhnghiérn eg adl chu‘rﬁ‘gima

9ia duoc. trong 1.965 bénh nhan tang huydt Ap ddan

Irbesanan. Cac 1husl Ngtr duroc danh diu sao (7) lian

quan dén cac phan umg bat Igi da a bao cao bé"

sﬂung lronalg > ZWIthenh nh&n tang h L ap, dal thao
urdymig v s N man wa t

e g uy tha protein nig¢u ré va cao hon

TaAn sudl cac phan vng bt lei Juore 181 k& durdri Aoy
duroc x&c dinh s dung cAC Quy Lrdre sau:
RA&L thirdng gdp (= 1/10);
Thureng gap (= 1/100. < 1
It iép (= 1/1,000, < 1/100);
Hiém g&p (= 1/10,000, < 1/1,000);
$Al hi maigérli: (= :;10.%00]_

fong moi Nhom 1an sd, cac tac dung kh&ng mon
mudn duge trinh bay theo thir by mire A& n o
it il g v & nghiém trong
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va protein niéu ro, tang kall mau (= 5,5 mEq / L) =<ay ra

& 46.,3% bé&nh nhan wrong nhém irbesartan va 26,3%

b&nh nhan trong nhom gid dugc.

Thudng gap: Tang creatine kinase huyétl turorng dang
k& da dugc quan sat mdt cach thudng gap (1.7%)
trong cac abdi luoﬁg dugc didu trj w&i irbesaran. Khong
tang cac bién cd wé& co xuong rén 1&m sang.
Trong 1,7% s& bénh nhan ting huyél ap vé&i bénh than
do dai thao dudng tién tridén didu tri véi Irbesartan,
giam * hemoglobin, khong oo ¥ nghia lam sang, da
duoc guan sal.

R&i foan wé tim:

It gap : Nhijp tim nhanh.

R&i loan hé than kinh:

Thudng gap: Chéng mat, chdng mat tur thé,
R&i loan hé hép, nguc va trung thét:

it gap - Ho

RE loan tidu héa:
Thudng gap: Budn n N&n.
It gap : Tidu chay, khs tlou. o NAng.

IREP Foam oo X weEd e My bl
Thuong gap: Bau cor xuong”-

RAE foan mrach;
Thudng gap: Ha huyét ap tur thé.
It gap : Phat ban.

R&i loan toan than va tinh trang tai noi sdr dung:
Thudng gap: Met maoi.
It gap : Bau ngyc.

REF loan hé sink sdn va v
It gap : R&1 loan chire ndng tinh dyc.

Céac phdn umg phy bat Igi sau ddy d& dupc béo céo sau
kAl ép thi cia irbesartan chang duoc bat ngudn tor cac
bao cao tw phét va vi vay. tén sé cda nhomg phén omg
BAL 1o 12 khang biét dé&n”

REI togn hE than kinh:
Bau dau.

R& loan tal va mé dao:
0 tai.

REN laan 6w hea:
Loan vi giac.

REI fogn thagn va él nigu:
Suy :gcrc nang th&n ké ca cac trrdrng hop suy thén
w&n cac bénh nhan b nguy cor.

RE&I togn da va cic md dudd da:
Witsm mach hiy bach clu.

REI foan o }rorig v mo Hon kdi:
Dau khép, dou co (rong Mol 8é lruéng hop o6 180G
n&ng a6 creatine kinaseo huybt tuong), chudt rat.

ROl logn cliu,
Tang kall méu.

RS fon h rmidn dich:
Cac phan Gng gué min nhu pha mach, phat ban, mé
day.

rr Fdhm wer ey afendemg:

REI logn gar- mgt:
viern gan, chirc nang gan bt thudng.

Banf ahl: Trong mot thd nghlém ngbu nhlén coa 318
rés em va thanh thidu nlen tang huydl ap Lir 6 dén 16
wél, cac blén cb bal lgl len gquan sau day di xay ra
trong pha mo d6f 3 tudn: Nhirc ddu (7,9%), ha huydt
ap, (2.2%), chéng mat (1,9 %), ho (0,9%). Trong glal
doan mé nhan 26-1uln cua Ihir nghl@m cac bat thudng
xét nghiém thwdng gap nhil dugc guan sal la lang
creatinin (6.5%) va tang tri s& CK trong 2% tré em.

11. Qua I1du va cach xir tri

chimg:
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Ingay trong 8 tudin cho thdy khdng cé ddc linh. Nhiim,
bidu hign qué lidu cd kha nang xdy ra nhét 14 ha huyét
Ap va nhip tim nhanh, nhip lim cham cdng cd thd xdAy
r

phap dn-—._Ru-ou trovng b
e T heren
o e
T haae b
LLYN

LA o

12, paec tinh duge lyc hoc
nht\n‘nhﬁm Athu tri: DAl khang Anglotensin-il.
ATC codn: CODC A4,

Coen g 1Ac AONG: Irananan & mot thudc dél khang
Hu v analotanmin 11l durdmg o nih, vA chon loc
(AT 1) paed chain 1AL i c hoat dong eun angiolansin-
1 qua gruna glan hu hd AT 1 BAL ke ngudn gdc hodc
Aur oo hop can anglotmnain-ll. D41 khang chon Igc
i SAe thiy 1Nd anglotansin |1 AT 1) 1AM 1ang néng Ad
renin huydl turong va ndng do anglotensin-Il, va gldm
ndng a9 aldosterone huyét irong. Nang dd kali huydt
thanh khang b| &nh hudng dang k& bdl Irbesartan

don Irf ll8u & cac lidu khuyén cdo. Irbesartan khdng

vre ché men chuyén (kininase-I1}, md! logi enzyme lao
ra angiotansin-ll va cOng c& thé phan huay bradykinin
thanh cac chil chuyén hda khéng hoat ddng. Hoat

ddng cla irbesartan khang cAn cac hoat ddng chuyén
héda

13. Bdc tinh dugec Adng hoc

Sau khi udng, Irbesartan durgc hép thu 1&1: Cac nghdn
curu w8 sinh Kha dung luy8tl ddl cho cac gla tr] khoang
60-80%. SuUr dling ddng thérl vl thire an khang anh_
hurdrng dang ké dén sinh kha dung cua Irbesartan. Ty
186 gAn kétl v&i protein huydl turong khodng 96%, gén
k&L khong ddng ké véi cac thanh phin té baoc mau. Thé
tich phan bd 1a 53-93 Iil. Sau khi udng hoac tldm tinh
mach irbesartan 14C, BO-85% phdng xa trong huybt
lwrong twin hoan la Irbesartan khéng dol. Irbesartan
duge chuyén héa & gan lhdng qua kél hop glucuronide
va& oxy héa, Cac chét chuydn héa luu thédng chinh |
rbesanan glucuronide (khodng 6%). Trong cac nghlén
ciru In vitro cho thay irbesartan bl oxy héa chi ydu bl
enzym cytochroma P450 GYP2C9; isoenzyme CYP3A4
©6 1AC dyng khang dang ké.

Irbesan, bl&u 16 tuyédn tinh, va dugc dong hoc 16 vdri

180 ding lreng Khodng lidu 1 10 @dn 600 mg. It hon

ii 12 1ang trong hép thu dudng udng vl HBu verot qua

600 mg (gdp doil lldu khuyén céo 1ol da) da duroc quan
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dugc quan sat & nhirng bénh Nnhan nor 1ANg huyét Ap.
Tuy nhién, khdng cd sy khac biét trong thei glan b&n
hiy va tich IOy cha irbesartan. Khéng cin chinh liédu

& b&nh nhan nir. Chi sé AUC va Cmax cha irbesartan
cang phdn nao In hon trong cac ddi lueng nguei cao
wdl (2 65 whi) so vl cac ddl tuong tré (18-40 tudi).
Tuy nhién, thé&i glan ban thai thay dbi khéng dang ké.
Khoéng cén chinh lidu & bénh nhén cao tudi.

Irbesartan va cac chét chuydn hda cda né dugc loal
bd bl ca hal con dudrng mét va than. Sau khi udng
mot trong hal hodc dudmng tiém mach 14C rbesartan,
khoang 20% phdng xa duoc tim thiy t nurdre lidu,
va phin con lal lroﬂ%phén_ It hon 2% lIAu diing duerc
dao thai qua nudc idu dudl dang Irbesartan khéng adi.

Dugre dong hoc clia Irbesartan durgrc danh gia trang
23 tré em tang huyét &p sau khi sir dyng lidu don va
nhidu lidu hang ngay cua irbesartan (2 ma / kgl l1én dén
lidu t&1 da hang ngay Ia 150 mg trong bén tuan. Trong
23 rd em nay, 21 cd thé danh gla r.sé so sanh vé dugc
aong hoc verl Ngurei IGn (12 tréd em tréan 12 wdl, chin
tré em - 6 dén 12 tudi), K61 qua cho théy Cmax, AUC
“A Ly 18 thanh loc la cd thd so sénh v&rl ngudrl 1&n dang
irbesarnan 150 mg &1 ngay. Mot sur tich 0y il han
cOa irbesartan (18%) rong huydt luong a8 duoe quan
sal thy kni dang thudc md| ngay mol 1An 18 1o

he: h MhAn suy than hosc chay than nhan
z‘;’ dinmg-n-;en dire Aone Nt coa Irbesartan knong
thay aé&i dang ké. Irbesaran khong dugc loal bd bérd
tham t@ach mau.

Suy gan: & bgnh nhan xo gan nhe dén trung binh, cac
théng sé& dugec déng hoc cia irbesartan khéng thay d&i
dang k&, Cac nghign ciru d3 khéng duec thyc higén &
b&nh nhan suy gan n&ng.

14. Quy céch déng gol

Vién nén bac phim IRPRESTAN 150 mg: HOp 2 wi x 14
widn.

Vién nén bao phim IRPRESTAN 300mg: HOp 2 vi x 14
vién.

15. Bidu kign bao quan, han ding

Han ding: 24 thang k& Lir ngay san <udt.

Bao quan & nhigt % khdng qua 30°C, trong hdp va
tranh anh sang.

16. TIau chufin chit lurgng caa thudc: Nha san xult
17. Céec bign phap phéng ngira dic bigt khi xdr ly wva
»ir Iy kKhaic

BAt ky san phdm khong sir dung hofic vt llgu phé thal
phal dugc xir Iy theo yéu clu cda dja phuong.

48. Nha san xufit:
BALKANPHARMA-DUPNITSA AD
3 Samokowsko shosse Sir.,
Dupnitsa 26800, Bungaria
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