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Thanh phin Mi vién nén chua
Irbesartan 150.0mg.

Chi dinh, liéu diing, céch ding, ching
chi dinh va céc thong tin khdc Xem td
huéng dn sit dyng.

Dang bio ché Vién nén bao phim.
Didu kign bao quadn bio quan noi khd
mét du6i 30°C, trénh dnh sang.

D€ xa tdm tay tré em. Doc ky hudng dédn
sirdyng trudic khi ding,

Importer/ DNNK:
Visa No/ 58 DK:

I 5mmXémm

ubc ban theodon

Piéu tri ting huyét ap

Izarbelltanr..
150mg

Irbesartan

Hop 1 lo 100 vién

n ChongKunDang
Pharm Bend Keurms.

Batch No./ 56 16 5X:
Mfg. Date/ NSX:

Exp. Date/HD:
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Compeosition Each tablet contains
Irbesartan 150,0mg.

Indication, Dosage and Administration,
Contra- Indication and other
information Refer to the insert paper,

Dosage form Film coated tablet.

Stormge Store In cool and dry place,
below 30°C, protect from light.

Keep out of reach of children. Read insert
paper carefully before use.

escription Drug

Treatment of hypertension

Izarbelltanmas.
150mg

- Irbesartan

Manufactured In Korea by / San xudt tai
Han Quéc béi:
Chong Kun Dang Pharmaceutical Corp.

797-48 Manghyang-ro, Seonggec-eup, o |
Seobuk«;t:,theonan-gg, 'I uuTa bs -

Chungcheongnam-do 331-831, Korea.
n Chong KunDang
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O| XM EF™ 300mg / 100T / 110x44

110.0

‘Composition Each tablet contains

Irbesartan 150mg.

Indication, Dosage and Administration,

Contra- Indication and other

Information Refer to the Insert paper.

44.0 Dosage form Film coated tablet.

Storage Store in cool and dry place, below

30°C.

Keep out of reach of children. Read insert
paper carefully before use.
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Rx Thubc bin theo don DPoc kj huwong din sic dung truéce khi diing
Néu cin thém théng tin, xin tham khdo y kién thay thuéc
CKDIZARBELLTAN TAB. 150MG
Irbesartan 150mg
Vién nén bao phim
Thanh phén:
Thanh phan cho CKDIZARBELLTAN film coated tablet 1 50MG:
Dugc chit: Irbesartan 150mg
Té dugc: Pregelatinized Starch, Poloxamer, Microcrystalline Cellulose, Lactose Hydrate,
Dibasic Calcium Phosphate Anhydrous, Croscarmellose Sodium, Hydroxypropyl
Cellulose, Magnesium Stearate, Opadry 11 White 85F18422, Ethanol , Purified Water
Dang trinh bay: Vién nén bao phim mau tring, hinh oval, mot mat duge khic chir
“C15”, mit con lai khic chit “CKD”
Chi dinh:
Piéu tri tang huyét ap (tang huyét 4p nguyén phat).
Bao vé than ddi voi bénh nhan dai thao dudng typ 2 ¢6 tang huyét ap va cac bang chimng
xét nghiém suy giam chirc ndng than. CLZ
Duge lwe hoe: &
Irbesartan 12 mot chét dbi khang manh, tdc dong qua duong uéng, va chon loc véi thu thé
clia angiotensin-II (typ AT)). Thudc chin toan b téc dong clia angiotensin-II qua trung
gian thu thé AT, bat ké ngudn gdc hodc con duong tong hop cua angiotensin-II. Doi
khang chon loc thu thé cuia angiotensin-II (AT,) lam ting nbéng do renin huyét tuong va
ndng do angiotensin-II, lam giam ndng d¢ aldosteron huyét twong. Irbesartan cé tac dong
ma khong cén phai qua chét chuyén hoa hoat dong.
Irbesartan 1am ha huyét ap véi anh huong téi thiéu nén nhip tim. Su gidm huyét 4p lién
quan liéu c6 khuynh hudng di vé phia dinh binh nguyén & liéu trén 300 mg ding mot
lan/ngay. Cac liéu 150-300 mg mdt 1an/ngay lam ha huyét dp do & tu thé ngdi va do & tu
thé nam trong thoi gian day (nghia 1a 24 gid sau khi dung thudc) trung binh 1a 8-13/5-8
mmHg (tdm thu/tdm truong) nhiéu hon khi so véi nhitng ngudi dung gia duge.
Giam huyét ap dinh dat duge trong vong 3-6 gid sau khi udng thude va téc dung ha huyét
ap duoc duy tri it nhat 24 gio. Trong 24 gio huyét ap ha 60-70% cac dap g huyét ap
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tam thu va tAm truong thoi gian dinh & liéu dé nghi. Lidu ding 150 mg mét lan/ngay lam
ha huyét ap day va huyét ap trung binh trong 24 gid twong tu nhu khi ding tong liéu do
nhung chia lam 2 lﬁmngéy.

Téc dong ha huyét ap cla Irbesartan thdy ro sau 1-2 tudn, vdi hiéu qua t6i da xuét hién
vao 4-6 tuan sau khi bt dau diéu tri. Cac tac dong giam huyét ap duoc duy tri trong sudt
thoi gian diéu tri dai han. Sau khi ngung diéu tri, huyét 4p dan dan tr¢ lai mirc ban dau.
Khéng quan sat thay hién tugng tang huyét ap doi nguoc.

Khéng c6 tdc dong 1am sang quan trong nao trén acid uric huyét thanh hoac bai tiét acid
uric ra nude tiéu,

Nghién ctru Irbesartan trén bénh thdn do bénh dai thdo duong cho théy Irbesartan lam
giam tién trién ctia bénh than & bénh nhan bi suy than man va c6 dam niéu lam sang.
Nghién ctru cac tic dong cia Irbesartan trén dam niéu vi lugng & bénh nhan tang huyét
ap c6 dai thao duong typ 2 cho thdy Irbesartan liéu 300 mg lam cham tién trinh din dén
dam niéu lam sang & bénh nhéan c6 dam niéu vi lugng. J?
Duge dong hoc: i
Sau khi udng Irbesartan duoc hap thu tét: cac nghién ctru vé sinh kha dung tuyét dbi cho
cac gia tri khoang 60-80%. Udng thude trong luc dn khéng anh huong dang ké dén sinh
khi dung cla Irbesartan. Gin két v6i protein huyét twong khoang 96%, gin két khong
dang ké voi cac thanh phan té bao mau. Thé tich phan bd 1a 53-93 lit. Irbesartan duoc
chuyén hoa boi gan qua lién hop glucuronide va oxy hoéa.

Nong do dinh trong huyét twong dat dwoc & 1,5-2 gio sau khi ubng thude. Thoi gian ban
hity ctia Irbesartan 1a 11-15 gi¢. Trang thai 6n dinh ctia nong do6 thude trong huyét tuong
dat duoc sau 3 ngay sau khi khéi tri theo phac d udéng mot 1an mdi ngay. Khong can
thiét chinh liéu & ngudi cao tudi.

Irbesartan va cac chét chuyén héa clia né dwoc thai trir qua ca duong mat va duong than.
C6 dudi 2% liéu ding Irbesartan duoc bai tiét qua nude tiéu & dang khong déi.

Suy than: & nhitng bénh nhéan bi suy than hodc nhitng bénh nhéan dang thdm tach mau, cac
thong s6 duge dong hoc clia Irbesartan khong bi thay dbi dang ké. Irbesartan khong bi

loai di badi tham tach mau.
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Suy gan: & nhiing bénh nhéan bi xo gan nhe dén vira, cac thong sé duge dong hoc cua
Irbesartan khong bi thay d6i dang ké. Cac nghién ctru chua duoc thue hién & nhiing bénh
nhan suy gan ning.

Li¢u hrong va cich sir dung:

Bénh nhan ting huyét ap: Liéu thong thudng 13 150 mg, mot lan/ngay. Sau dé lidu co thé
tang 1én 300 mg mét lan/ngay tiy theo mitc dap tmg clia huyét 4p.

Bénh nhan ting huyét ap va dai thdo dudng typ 2 vdi bénh than: PSi v6i bénh nhan tang
huyét dp va dai thao duémg tip 2 dung liéu duy tri 300 mg mot 1an/ngay 1a thich hep cho
diéu trj bénh than di kém. Bac si co thé khuyén cdo cho dung liéu thap hon, nhét 13 khi
bat ddu diéu tri & nhilmg bénh nhan dang thim tach mau, hoiic & nhitng bénh nhan trén 75
tudi.

Téc dung ha huyét ap tdi da co thé dat duge sau khi bat diu didu tri 4-6 tuln.

Chéng chi dinh:

Néu ban bi di tmg vai Irbesartan hoac bat cir thanh phén ta duoe nao ctia thude.

Néu ban mang thai hon 3 thang (xem thoi ky mang thai va cho con bi).

Néu ban dang trong thod ky cho con b sita me.

Khéng nén dung cho tré em va thanh thiéu nién dudi 18 tudi. JZ

Luru ¥ va than trong khi dung thude:

Phai bao cho bac si néu ban bi:

- Tiéu chay hodc 6i mira nhiéu, bénh Iy than, bénh Iy tim.

- Néu dung Irbesartan cho bénh thin do d4i thao duong. Trong truong hop nay bac
s ¢6 thé cho xét nghiém mau thuong quy, dic biét 1a do nﬁ‘)ng do kali trong mau
trong trudng hgp chire nang than kém.

- Néu ban sép stra dugc phau thuat hodc duge giy mé.

- Néu ban dang mang thai hodc nghi ngd ¢6 thai, ban phdi bao cho bac si ctia ban
biét. Irbesartan khong duge dung luc bat dau mang thai va ¢ thé gdy hai ning né
cho tré sau 3 thang ciia thai ky (Xem thoi k¥ mang thai va cho con bi).

- Sir dung cac thudce khac: théng béo cho bac st hodc duoe si ctia ban biét cac thude
ban dang sir dung hoic vira st dung, ngay ca cac thude khong phai ké toa. Thuong

thi Irbesartan khéng twong tac v6i cée loai thude khac.
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- Cén phai xét nghiém mau néu ban sir dung: nhiing loai thubc bd sung kali; cac
chat mudi thay thé c6 chira kali; cac loai thudc giit kali (nhu thube loi tiéu); cac
loai thube c6 chira lithium. Tac dung cua Irbesartan c6 thé giam khi ban dung cac
thudc giam dau nhu khang viém khong steroid.

Sir dung cho phu nir ¢6 thai va cho con bi:

Can thong bao cho bac si néu ban c6 thai, hoac c6 thé co thai. Thong thudng bac si s&
khuyén ban dung thudc khac thay thé cho Irbesartan vi Irbesartan khong dugc ding lic
bit diu mang thai va c6 thé gay hai nang né cho tré néu thudc duoc ding sau 3 thang cia
thai ky. Thudc tri ting huyét ap thich hop thuong phai duge thay thé cho Irbesartan trudc
khi bat dau c6 thai. Khong dugc ding Irbesartan trong 3 thang giira hodc 3 thang cudi cua
thai ky hodc dang trong thoi ky cho con bu.

Théng thuong béac si s& khuyén ban ngung dung Irbesartan ngay khi biét ban mang thai.
Néu ban bt dau c6 thai trong khi dang diéu tri v&i Irbesartan. phai thong bao va dén gap
bac si ngay.

Tac dong cia thudc khi ldi xe va vdn hanh may méc:

Chua c6 nghién ctru nao vé cac tic dong trén kha ning lai xe va van hanh may moc
dugc thuc hién. Irbesartan thuong khong anh huong dén kha nang lai xe hodc diéu
khién may moc. Tuy nhién, trong thoi gian diéu trj ting huyét ap. choang véang hoac
mét méi déi khi c6 thé xay ra. Néu c6 nhirng triéu chimg nay, ban cin phai tham khao
y kién ctia bac si trude khi lai xe hodc van hanh may moc. J%/

Sir dung qua liéu:

Néu ban tinh c& uéng qué nhiéu vién thudc, phai di gap bac si ngay lap tirc.

Nhirng biéu hién c6 thé xay ra do diing qua liéu 12 ha huyét 4p va tim dap nhanh: nhip tim
cham ciing ¢ thé xay ra khi ding qua liéu. Chua c6 thong tin cu thé vé viéc diéu tri qua
lifu v6i Irbesartan. Bénh nhan cin dugc gidam sat chit ché, duge diéu trj triéu chimg va
diéu trj hd trg. Cac bién phap xir tri bao gdm gdy non va/hodc rira da day. Than hoat c6
thé duoc sir dung trong diéu tri qua liéu. Irbesartan khong bi loai trir boi su tham tach
mau.

Twong tac thube:

Thude loi tiéu va cac thude tri ting huyét ap khac: cac thude tri tang huyét ap khac co thé
lam ting tac dong ha huyét ap cua Irbesartan; tuy nhién Irbesartan c6 thé phdi hop an
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todn vGi cac thube tri ting huyét ap khac, nhwr thude chen béta, thude chen kénh canxi tac
dung kéo dai, va thude lgi tiéu nhém thiazide. Khi trude d6 da didu tri voi thube loi tidu
lidu cao ¢6 thé din dén s mét dich nhidu va do vay nguy co ha huyét 4p dé xay ra khi bat
diu didu tri véi Irbesartan.

Cac thube bo sung kali va loi tiéu tiét kiém kali: ding chung thude nay véi cac thude loi
tiéu gitr kali, ché phim bo sung kali, cdc muédi thay thé co chira kali hodc cdc thude khac
¢6 thé lam tang nong do kali huyét thanh (nhu 1a heparin), do vAy khéng nén ding chung
cac thude nay véi Irbesartan.

Lithium: khéng nén két hop lithium véi Irbesartan. Cin theo doi cén thin ndng dd
lithium huyét thanh néu sy phdi hop nay 1 can thiét.

Céc thube khang viém non-steroid: tac dung tri ting huyét dp cia Irbesartan c6 thé bj
giam di boi cdc thude khang viém non-steroid.

Tac dung khéng mong muén (ADR):

Tan s6 cdc tac dung phu néu ra dudi day duge xac dinh theo quy uéc sau day: rk{é

R4t thudmg gap: anh huong it nhét tir 1 trong 10 bénh nhin hodc hon. ..
Thudng gap: anh hudng it nhat tir 1 trong 100 beénh nhéan va it hon 1 trong 10 bénh nhén.
Khéng thudng gap: anh hudng it nhét 1 trong 1000 bénh nhan va it hon | trong 100 bénh
nhan.

Trong cac nghién ctru [am sang ddi véi bénh nhan ding Irbesartan, céc tac dung phu sau
day dugc béo cao:

Rét thuromg gap: dbi véi bénh nhan ting huyét ap c6 dai thdo duong typ 2 va bénh than,
xét nghiém mau cho thiy tang ndng do kali.

Thudng gip: choang véng, cim gide budn nén/ndn, mét moi va cac x4t nghiém mau cho
thdy ting néng do men do ludng chirc ning ciia co va ca tim (creatin kinase). Déi véi
bénh nhan ting huyét 4p va dai thao dudng typ 2 vdi bénh than, choang véng khi dimg
day tir tu thé nim hoac ngdi, ha huyét ap khi dimg ddy tir tu thé nim hodc ngdi, dau khép
hodc co ciing nhw giam protein trong hong cau (hemoglobin).

Khéng thurdng gap: ting nhip tim, phirng d6 mit, ho, tiéu chay, kho tiéu/o néng, rdi loan

tinh duc, dau nguc.

5|6

L™



https://trungtamthuoc.com/

Néu bét ky tac dung phu nao tro nén tram trong, hoac néu ban gip phai cac tac dung phu
khong liét ké trong toa huéng din sir dung thude nay, ban cin théng bao cho bac si hodc
duoec si ctia ban.

Théng bdo véi bdc sy cdc tdc dung khéng mong muén gap phdi khi ding thuéc.

Piéu kién bio quén:

Bao quan noi khé mét dudi 30°C, tranh anh sang.

Pé thuéc ngodi tam tay tré em.

Han dung:

36 thang ké tir ngay san xuat.

Khoéng dung thude khi qua han sir dung.

Dang trinh bay:

Hop 1 lo x 100 vién/lo.

Tiéu chuén: USP 35.

San xuét tai Han Quobc béi: =

CHONG KUN DANG PHARMACEUTICAL CORP.

331-831, Han Quéc.

PHO CUC TRUONG
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