RX-Thudk niy chi ding theo & thudc Dién nén bao phim

IRBESARTAN

D€ THUOC XA TAM TAY TRE EM
D0C KY HUONG DAN SU DUNG TRUOC KHI DUNG
THUGC NAY CHi DUNG THEQ BON BAC SY
THONG BAO NGAY CHO BAC SY HOAC DUGC SY v
NHUNG TAC DUNG KHONG MONG MUON GAP PHAI Kt SU DUNG THUOC.
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SY

THANH PHAN CONG THUC THUGC:
Thanh phdn dugc chit: Irbesartan...
Thanh phdn tA dugc gdm: Lactose monohydrate, microcrystaliine celluiose 101,
croscarmellose sodium, magnesi stearat, hydroxypropyl methylceliulose 2910,
polyethyien glycol 4000, titanium dioxXide. ..............c.ced AR < irsdivianaimsanaia 1vidnnén
DANG BAO CHE: Vién nén
MO TA SAN PHAM: Vién nén hinh oval, bao phim mau tring, mdt mat cd gach ngang, ¢o
thé bé d6i, mdt matcé chd KPC, canh va thanh vién lanh lan.
CHiDINH:
Diéu trj ting buyét 4p nguyén phat 3 nguadi ién.
Diéu tri b&nh than & nhilng bénh nhan tang huy&t ap va dai thao dudng tuyp 2 nhu mot
phén clialiéu phap diéu triting huy&t ap.
CACH DUNG VA LIEU DUNG: :
- Céch diing: ding dudng udng. Irbesartan ¢ thé diing 1 ldn/ngay, cing hodc khdng cung
thdcan.
-Liéuding:
Liéu khdi ddu va lidu duy tri thdng thudng 1a 150 mg x 1 lAn/ngdy. Néi chung muc lidu
irbesartan 150 mg x 1 ldn/ngay thudng dat hi¢u qua ki€m soat huy&t ap 6t hon so vdi lidu
75 mg. Tuy nhién nén dung liu khdi ddu 75 mg, dac biét cho bénh nhan thadm tach mau va
ngudi gia trén 75 tudi.
Vi cac bénh nhan huy&t ap khdng kiém soat dugc vai lidu 150 mg x 1 Idn/ngay thi cd thé
téng liéu 1&n t8i 300 mg hodc diing k&t hgp vdi cac thudc didu tri tang huy8t ap khac. Bac
biét, phdi hop véi thudc Igi tiu nhu hydrochlorothiazide cho thdy tac dung cdng hop voi
irbesartan. .
Trén bénh nhan d4i thao dudng tuyp 2 c6 tang huyst dp, viéc didu tri nén dugc bat ddu vai
lidu 150 mg irbesartan x 1 lan/ngay, c6 thd dd lidu Ién t6i 300 mg X 1 lAn/ngay nhu 1a muc
liéu duy tri thich hgp dé didu tri bénh than.
Ldiich rd rét trén than cla irbesartan trén bénh nhan tang huyét ap cé dai thao dudng tuyp
2 dugc dya trén nhiing nghién cilu co sif dung irbesartan phdi hgp vai cac thudc tri tang
huy&t ap khac néu cn dé dat hiéu qua kiém soat huystap.
Suy than: Khong cén thiét didu chinh liu & b&nh nhan suy than. Nén dung lidu khdi ddu thap
hon (75 mg) cho bénh nhan thdm tach mau.
Suy gan: Khong can thiét diéu chinh liéu cho b&nh nhan suy gan nhe va trung binh, Khdng ¢d
kinh nghiém diéu tri § nhiing b&nh nhan suy gan nang.
Ngudi gia: Mac du cn xem xét dung lidu khdi ddu 75 mg/ngay 6 nhiing b&nh nhan trén 75
tudi, tuy nhién viéc diéu chinh liéu & nguai gia thudng khang cén thist.
Bénh nhan nhi: Do an toan va hidu qua clia irbesartan & tré em tU 0 d&n 18 tudi chua dugc
danh gia, do 36 khdng khuyé&n ding cho ddi tugng nay
Khéng c6 yéu cdu dac biétvé xi ly thudc sau khi sl dung.
CHONG CHI DINH:
Man cam vdiirbesartan hodc batky thanh phdn nao clia thudc.
Phy niI c6 thai 3 giai doan 3 thang gilla va 3 thang cudi clia thaiky va phy nil cho con bu.
Sl dung d8ng thai irbesartan véi cac ché pham cé chia aliskiren & nhiing bénh nhan tidu
dudng hoic suy than (t8c 46 loc cdu than GFR < 60 mVphut/1,73 m?).
CANHBAOVA THAN TRONG KHIDUNG THUOC:
Giam thé tich néi mach: Ha huyét &p tridu chiing c6 thé xay ra, diic biétsau liéu ddu & benh
nhan bj giam thé tich n6i mach va/hodc gidm natri do didu tri bang thudc Igi tiéu manh, ché
4% &n han ch& mudi, tiéu chdy hodc nén. Tinh trang nay nén dugc didu tri trude khi dung
irbesartan.
Tang huyét ap do bénh mach mdu th@n: Tang nguy co ha huyét ap ndng va suy than khi
bénh nhan hep ddng mach than hai bén hoac mdt bén duge didu tri voi nhiing thude cd
anh hudng trén hé thdng renin - angiotensin - aldosteron.
Suy than va ghép than: Khi dung irbesartan cho bénh nhan suy chic nang than, cdn theo
ddi dinh ky ndng Ao kali va creatinin huy&t thanh. Chua c6 Kinh nghi@m sif dung irbesartan
cho bé&nh nhan mdighép than.

Nnang béah nhan tang huysit dp kem vai dai thdo ciing hupp 2 va bnh Ihgn: Trong mol
phan tich W nghién cuu trén bAnh nhan bi bAnK than tEn Wdn, hidu qua eda irbesarian
trén cac bién ¢d & than va tim mach kndng ddng déu ahau Wong cAc phan nhdm bénh
ng:n. Dac bigt, nd dudng nhu kem hidu qua han & phy nif va ddi lueng khdng phal da
trdng,

Phang bd keép hé repin-angiotensin-akiosteron (RAAS): Ca bang chiing oho thdy dung Jén,
thai vai cac thudc ve ché men chuyén angiotensin (ACE), cac thude ahen thu th
angiotensin |l hay aliskiren lam tang nguy o ha huydt ap 1ang kal huyé! va QIAm chiie
nang than (bao gdm suy than cdp). Do phang bé kép ha RAAS, khang khuydn can su dung
ddng thdi cac thudc (e ché ACE, thude chen thy thd angiotensin 1l hay aliskiren. Néu lidu
phap phong bd keép dude xem 13 cdn thist, chi sil dung dang thai dudi sy giam sal eda bae
Sy va thuding xuyén theo ddi chat ché chile nang than, dién giai va huydt ap. Khang nén
ding ddng thai cac thudc e chd ACE va cac thude ohen thy thé anglotensin 1l 8 bénh
nhan bénh than do tidu duding.

Tang kall mau: Clng gidng cac thude Anh hwidng ta( hd renin-angiotensin-aldasteron khae,
04 thé xay ra tang kali mau trong khi didu tr| vdi irbesartan, dac bidt khi ed suy than, 6o
protein ni¢u do banh than dai thao dudng, va/hode suy tim. Can Kiém tra ndng dd kall
huyétthanh chatch@ & nhiing bdnh nhan o6 nguy ed nay

Lithium: Khdng Khuy&n cao ding ddng thai lithium va irbesartan

Hep ddng mach chi), hep van hai k hadc od tim phi dai tdo nghén: Giding vai cdc thude gian
mach khac, cdn dac bigt ehil ¥ khi ohi dinh cho nhilng banh nhan bi hep ddng mach ghi
hodc hep van haila hoac co'tim phi dai tc nghén.

Tang aldosteron nguyén phat: Nhilng banh nhan aldosteron cao nguydn phat ihuang
khdng dap Ung vdi cac thude tri cao huydt ap tac dung thdng qua e ché ha renin:
angiotensin. Do dd khang nén dung irbesantan cho nhiing ddi tugng nay.

Canh bdo chung: Vai nhiing banh nhan ma sy van mach va ohiio nang han phy thude ehi
y8u vao heat tinh clia hé renin-angiotensin-aldosterone (nhu bénh nhan b suy tim sung
huy8tnang hoae dang bj banh than, bao gdm ca hep ddng mach than), didu trj bAng thude
anh hudng I8n hd nay nhu thude Ui chd ha men chuydn hode Ue ché angiotensin |l 08 hd
xdy ra tinh trang tut huyat ap cdp tinh, 1ang ure huyat, W8u it hoao hidm Khi gdy suy than.
Cing gidng nhu cac thude tr tang huydt ap khae, tac dung tut huyét ap qua muie trén bénh
nhan bj banh thidu mau cuc bd oa tim hodc banh tim mach thidu mau cye b oo thé gay
nhdi mau oo tim hodc ddt quy.

Nhu quan sat & cac chat tc ché men chuy@n angiotensin, hidu qua lam gidm huyatap cia
irbesartan va cac thudc iic chd angiotensin khac & nguidi da den thap han & nhdm khac, oo
thé do muc renin & nhiing ngudi tang huydtap da den thap.

Ue ché kép hé renin-angiotensin: N&n ch y edn trong khi sl dung ddng thdi eae thude dal
khang thy thé angiotensin (bao gdm cd irbesartan) vdi cac thude e chd ha renin-
angiotensin nhu 1a cac thude tic chd men chuydn anglotensin hode aliskiren

Tré em: Da 6 nhilng nghidn ciiu vé vide sif dung itbesantan trén tré em i & dén 18, Tuy
nhién, khdng thd dua ranhiing khuydn cao va vido sit dung thudic trdn ddi tugng tré em cho
d&n khico thém nhing dil lidu trong twang lai

* Thudc cé chia lactose nén banh nhan méc cac rdi loan di truydn hidm gap va dung nap
galactose, ching thidu hyt lactose Lapp hode rdi loan hdp thu glucosa-galactose khang
nén sl dung thudc nay.

SUDUNG THUGC CHO PHU NU €O THAI VA CHO CON BU:

Phu nil ¢d thai: D& than trong, 3t nhatla khdng nén dung irbesartan trong 3 thang dau ala
thal ky. N&n chuy&n sang mdt diu tr thay thé thich hap tride Khi dy dinh co thai. Trong 3
thang gilla va 3 thang cudi clia thai ky, 0ac ohat tac ddng truc Uap trdn hé thang renin-
angiotensin co thé 1 nguyan nhan gy suy than & thal nhi hode 1ré sa sinh, gidm san so
clia thai nhi va ngay ca chét thai nhi, do do, chang ohl dinh ding irbesartan trang 3 thang
gilfa va 3 thang cudi clia thai ky. Néu ohdn doan thay oo thal, nén ngung ding irbesartan
cAng sdm cang tdt, ndu sa y da dong irbesartan trong thal ky dai nén sidu am kidm ta
chue nang than va so clia thai nhi.

Phu nif cho con bu: BAi vi khang ¢ thang tin ddy dl va vide sl dung ithesartan trong sudt
thai Ky cho con bu, do do khuy@n cao khdng nén dung irbesartan cho phu nit dang cho con
b va tim lidu phap didu tri thay thé an toan hon, dae bidt 1a trong thai Ky nudi iré sa sinh
hoac sinh non.

Kha nang sinh san: Irbesartan khang anh hudng tdi khd nang sinh san clia chudt tai lidu
didutri k8 cd nhiing dau hidu ddu tidn va dde tinh trén cha me.

ANH HUONG CUA THUOC LEN KHA NANG LAIXE VA VAN HANH MAY MOC:

Khang cd nghidn ciiu v8 &nh hudng ola thudo 18n kha nang 1Al xe va van hanh may mae
Cain ol vao dac tinh duge ly, thude hdu nhu khdng anh hudng a1 Khd nang ndy. Tuy nhidn
Khi 14i xe va van hanh may mée can nhd rAng ddi Khi xay ra ehdng mat hodo maét mdi khi
dung thude,




TUONG TAC, TUONG KY CUA THUGC:
Thude Igi tiéu va thuc tri tang huyét &p khac: Céc thubc tri tang huyét ap khac cé thé lam
téng tac dung ha ap cia irbesartan; tuy nhién irbesartan c6 thé ding an toan véi cac thudc
ha huyét ép khac nhu thuBc chen thy thé beta, thuSc chen kénh canxi tac dyng kéo dai,
thute lgi tiéu thiazid. Diéu tri trusc d6 véi cac thubc Igi tidu liéu cao c6 thé lam gidm thé tich
tuéin hoan va nguy co tuthuyét ap khi bAt ddu didu trj véi irbesartan.
Céc thubc chua aliskiren va thuéc dc ché men chuyén angiotensin: c ché kép hé théng
renin-angiotensin-aldosterone (RAAS) théng qua viéc sif dung ph6i hgp cac thudc tc chd
men chuyén angiotensin, thu6c d6i khéng thy thé angiotensin [l hay aliskiren cé lién quan
dén viéc tang tAn sult cac tac dyng khdng mong mudn nhu ha huyét ap, tang kali huy&t va
giam chic nang than (bao gém suy than cép) so vdi viéc sit duyng don liéu.
Ché phdm bd sung kali va thu6c Igi tiéu tiét kiém kali: Dya vao kinh nghiém i cac thubc tac
dong 16n hé renin-angiotensin-aldosteron khac, diing déng théi véi cac thuc Igi tidu tist
kiém kali, cac ché phdm b8 sung kali hodic cac musi cé chira kali hoac thudc khac cé thé
lam tang kali (heparin) c6 thé dén dén tang néng dd kali huyét thanh. Khéng nén dung
déng thdicacthude nay.
Lithium: Hién tugng gia tang c6 héi phuc néng dé lithium huyét thanh va déc tinh da dugce
béo c4o khi dung lithium ciing véi cac thuc Uc ché men chuyén. Cho t6i nay hiém gap bao
céo vé céc tac dung tuang ty ddi vdi irbesartan. Vi vay khéng khuyén cao dung két hgp 2
thubc nay. N&u viéc két hgp la can thiét, phai kiém soat chat ché néng db lithium huyét
thanh.
Céc thu6c ch6ng viém khong steroid: Khi duing ddng thai cac thu6c d8i khang angiotensin Il
v6i cac thudc chéng viem khoéng steroid (vi dy: thudc uc ché chon loc COX-2, acid
acetylsalicylic (> 3 g/ngay) va cac thudc chng viém khéng steroid khéng chon Ioc), thitac
dung ha huyét 4p ctia cac thuéc d6i khang angiotensin Il ¢é thé bj gidm di bdi cac thube
chéng viém khong steroid. Cing ging nhu cac thuéc dc ché men chuyén, khi ding déng
thdi céc thubc Uc ché angiotensin Il va cac thudc chéng viém khéng steroid cd thé lam
téng nguy cd ddc tinh trén than bao gém suy than c&p va tang kali huyét thanh dac biét &
bénh nhéan da bj gidm chifc nang than trudc dé. Viéc k8t hgp 2 thudc nay phai tién hanh
than trong, d4c biét & ngudi gia va nén can nhic kiém tra chic nang than sau khi bat dau
kéthgp va dinh ky sau d6.

Céc théng tin thém vé sy tuong tac cla irbesartan: Trong cac nghién clu lam sang, dic tinh
dugc ddng hoc cliairbesartan khéng bj anh hudng béi hydrochlorothiazide. Irbesartan chi

y&u bj chuyén héa bdi CYP2C9 va mét phén it hon bdi glucoronid hoa. Khong cé sy tuang

tac dugce lyc hoc va duge dong hoc 1 rét khi dung déng thai véi wafarin, mét thudc ciing bj

chuyén héa bdi CYP2C9. T4c dong clia thubc gay cam dng CYP2C9 nhu rifampicin Ién
dugc dong hoc cla irbesartan chua dugc danh gia. Dugc dong hoc cla digoxin khéng bj
thay d8i khi dung déng thi vdi irbesartan.

TAC DYUNG KHONG MONG MUGN CUA THUGC:

R4t thuong gap (ADR 2 1/10): Xétnghiém: Tang kali mau
Thuong gap (1/100<ADR < 1/10):

R&i loan hé thdn kinh: Chéng mat, chéng mat khi dung day. R6iloan mach: Ha huyét ap tu

thé. Réiloan tiéu héa: Budn nén/nén.

R&i loan co xudng khép va mé lién két: Dau cd xuong khép. Chung: Mét mdi. Xét nghiém:

tang dang ké creatin kinase trong huyét tuong.

ftgap (1/1000<ADR < 1/100)

Tim: Nhip tim nhanh. Mach: Chdy mé&u. H8 hdp, nguc va trung that: Ho. Tiéu héa: Tiéu

chay, réiloan tiéu héa/g néng.

Gan mat: Vang da. Vu va hé théng sinh san: R&i loan chic nang tinh dyc. Chung: Pau

nguyc.

Chuaré:

Mién dich: Phan Ung qua man nhu phit mach, phatban, ndi mé day. Dinh dudng va chuyén

héa: Tang kali huyét.

Thén kinh: Hoa mét, dau d4u.

Da va mb dudi da: Viém mach mau nhd. Tai: U tai. Tiéu héa: Gidm kha nang vj giac. Gan

mat: Viém gan, batthudng chdcnang gan.

Coxuang khép va mé lién két: Dau khép, dau xuang (trong motvaitrudng hgp c6 lién quan
t6iviéc tang néng do creatin kinase), chuét rut.

Than va tiét niéu; Réi loan chifc nang than bao gém ca cac ca suy than trén nhitng bénh
nhén cé nguy co.

Luu y: Théng béo ngay cho béc s hodc dugc sy nhing phén ting c6 hai gép phai khi si
dung thuéc.

QUA LIEU VA CACH XU TRI;
Triéu ching: Theo kinh nghiém ti ngudi trudng thanh cho thay dung liéu t6i 900 mg/ngay
trong 8 tuén kh6ng xudt hién doe tinh. Céc trigu chiing c6 thé xudthién la tyt huyét 4p, nhip
tim nhanh hodac cham.
Dibu tri: Khong c6 thong tin vé diéu trj dac hiéu d6i véi qua liéu irbesartan. Nén theo doi
bénh nhan chatché va diéu tri triéu ching va hd trg. Céc bién phap goiy bao gém gay ndn
va/hodc rifa da day. Dung than hoat cling c6 thé dem lai hiéu qué. Khong loai bd dugc
irbesartan bing thdm tach mau.
THONG TIN VE DUGC LY, LAM SANG:
1. Pactinh dugc luc hoc:
Nhom dugc ly: thuc d8i khang angiotensin Il, ma ATC: CO9CAO04.
Irbesartan 1a mét thu6c dung dudng udng co tac dyng ddi khang chon loc trén thy thé
angiotensin-Il (phan nhém AT1).
Co ché tac dung: chen thu thé AT1 cla angiotensin-Il giip ngan chén toan bd tac dong
cta angiotensin-Il qua trung gian thy thé AT1 bét ké ngudn géc hodc dudng téng hop clia
angiotensin-Il. D&i khang chon loc thu thé clia angiotensin-Il (AT1) [am tang renin huyét
{uong va néng dé angiotensin-il, lam gidm ndng d aldosterone huyé&t tuong. Néng dé kali
trong huyét thanh khong bj &nh hudng mot cach c6 y nghia bdi Irbesartan véi liéu khuyén
céo. Irbesartan khéng uc ché men chuyén (kinase-ll) la men tao ra angiotensin-I va la
men tac dong lén sy thodi gidng cta bradykinin thanh cac ché4t chuyén héa bat hoat.
Irbesartan khong cAn phai chuyén thanh cac chat chuyén héa dé c6 tac dong nay.
2.Pac tinh dugec dong hoc:
Hép thu: Irbesartan dugc h&p thu nhanh, sinh kha dung tuyét ddi khoang 60-80%. Ding
cung véithiic &n khéng lam &nh hudng dang ké dén sinh kha dyng cla irbesartan.
Phan bé: Ty & gin két véi protein huyét tuong la 96%, gan két khong dang ké vdi cac thanh
phén t& bao méau. Thé tich phan b 1a 53-93 Iit.
Chuyén héa: Khi dung Irbesartan c¢é danh d4u "“C b&ng dudng uéng hodc tiém tinh mach
80-85% hoat tinh phéng xa [uu hanh trong huyét tuong la clia irbesartan dang khong thay
ddi. Irbesartan dudc chuyén hoa bdi gan qua sy lién hgp glucuronid va oxy héa. ChAt
chuyén héa luu hanh chinh 14 Irbesartan glucuronid kéthgp (gén 6%). Nghién cuu in vitro
cho thdy Irbesartan dugc oxy héa chli yéu bdi Cytochrome P450 men CYP2C9, chuyén
héaquaisoenzyme CYP3A4 khong dang ké.
Sy tuyén tinh/ khong tuyén tinh: Irbesartan cho thdy dugc dong hoc tuyén tinh va ty 1 voi
liéu vdi khodng liéu tir 10-600 mg.
Thaitrit: Irbesartan va chat chuyén héa clia n6 dugc thai tri qua ca hai dusng mat va than.
Sau khi uéng hoac tiém tinh mach Irbesartan c6 danh ddu “C c6 khodng 20% hoat tinh
phéng xa dugc tim thdy trong nudc tiu va phéan con lai trong phan. C6 dudi 2% liéu dung
dugc baitiét qua nudc tidu la Irbesartan dang khong déi.
*Dudc dong hoc trén ddi tugng dac biét:
Tré em: Dugc déng hoc clia irbesartan dugc danh gia trén 23 bénh nhan nhi tang huyét ép
sau khi diing don liéu va da liéu hang ngay (2 mg/kg) 1én t6i liéu t6i da 150mg trong 4 tuéin.
K&t qua cho thdy Cmax, AUC va muc do thanh thai cé thé so sanh dugc véi nhiing thong
s6 nay & ngudi 16n dung liéu 150mg irbesartan/ngay. Sy tich lly irbesartan c6 giéi han
(18%) dugc quan sat khi liu hang ngay dugc nhéc lai.
Suy than: & bénh nhan suy than hoac bénh nhan chay than nhan tao, cac théng s dugc
déng hoc clia irbesartan khong thay d8i dang ké. Irbesartan khong bj loai bd bang thdm
tach méau.
Suy gan: G bénh nhan bj xd gan nhe dén trung binh, cac théng s6 dugc dong hoc cla
irbesartan khong thay d8i dang ké. Cac nghién cliu khéng dugc thuc hién & bénh nhan suy
gannéng.
QUY CACH BONG GOI:

Hop 03 vix 10 vien nén bao phim, Hop 10 vix 10 vién nén bao phim,

Chai 100 vién nén bao phim, Chai 500 vién nén bao phim.

BAOQUAN -HAN DUNG:
Béoquan: Du6i 30°C. Ndikhé rao, trdnh anh séng.
Handung: 36thangké tif ngay san xut.
Tiéu chuén: USP 41

San xuat tai: ;o0 2
CONG TY CO PHAN DUGC PHAM KHANH HOA
Pudng 2/4, Khém Dang Béc, Phudng Vinh Hoa, Thanh Phd Nha Trang,

WHO - GMP Tinh Khanh Hoa




