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Imdur® 30mg va 60mg

isosorbid-5-mononitrat
Dang vién phong thich kéo dai (Durules®)

THANH PHAN

Mai vién phéng thich kéo dai (Durules®) chira 30 mg
hay 60 mg isosorbid-5-mononitrat.

Ta du'ot: natri nhom silicat, paraffin, hydroxy-propyl
cellulose, magnesi stearat, silicon dioxid dang keo khan,
hydroxypropyl methyl cellulose, polyethylen glycol,

titan dioxid, oxid sat nau dé (vién phong thich kéo dai
30 mqg), oxid sat vang (vién phéng thich kéo dai 60 mqg).
DANG TRINH BAY

Imdur 30 mg: vién phong thich kéo dai (Durules),
mau hong, hinh bau duc, cé ranh, khac chir A/1l, kich
thude 7x13 mm. Hop 2 vi x 15 vién.

Imdur 60 mg: vién phéng thich kéo dai (Durules), mau
vang, hinh bau duc, ¢é ranh, khac chir A/ID, kich
thude 7x13 mm. Hép 2 vi x 15 vién.

Dang bao ché phong thich kéo dai (Durules) gitp hoat
chat dudc phéng thich tir tir trong mot thaoi gian dai.
Cau truc khung bang plastic (matrix) ctia vién Durule
Imdur hoan toan trd trong dich tieéu hoa nhung thuéng
bi phan ra dudi &nh hudng ctia nhu dong rudt khi tat
cé hoat chat da dudc phéng thich.

CHI DINH

Imdur dm:!c chi dinh dé diéu tri du phong dau that ngure.
LIEU LUQNG VA CACH SU DUNG

60 mg, 1 [an/ngay vao budi sang. Liéu cod thé tang
Ién 120 mg/ngay dung 1 1an vao budi sang. P& giam
thiéu kha nang bi nhirc déu, liéu khéi dau cé thé gidm
con 30 mg/ngay trong 2-4 ngay dau tién. Co thé
ding hoac khéng dung chung thude vdi thirc an.
Vién 30 mg va 60 mg co ranh va co thé bé déi. Toan
bd vién hoac 1/2 vién khéng dugc nhai hoac nghien
va nén udng cung vdi 1/2 ly nudc. Imdur khdng dudc
chi dinh dé gidm con dau that ngue cép tinh, trong
trvdng hdp nay nén diang vién nitroglycerin ngam dudi
IUdi hodc trong miéng hodc cac dang thudc xit.

Cau trdc matrix khong bi hoa tan ma phan ra khi hoat
chat dudc phong thich. B6i khi cdu tric matrix nay
co thé di qua hé tiéu hda ma khong phan ra va co thé
nhin thay trong phan nhung diéu nay khéng chimng té
la thudc da bi giam tac dung.

CHONG CHIi DINH

Co tién sir man cdm vdi hoat chat hoac bat cir ta
dudc nao, séc, ha huyét ap, bénh cd tim phi dai tac
nghén va viém mang ngoai tim, hep van déng mach
chd, thiéu-mau néng, nhéi méu cd tim tam that phai.
Bénh nhan dang diéu tri bang Imdur khéng dudc
dung chat ¢ ché men Phosphodiesterase typ 5
(nhu: sildenafil).

Xu’ v Gay non, su' dung than hnat tinh bang du'::ing
bﬁnh nhan nén dudc dat & tu thé nam ngl.ra ké cao
chan. Truyén dich dudng tinh mach, néu can.

PAC TiNH DUOC LUC HOC

Hoat tinh dudc ly chinh cla isosorbid-5-mononitrat,
chét chuyén héa cé hoat tinh cta isosorbid dinitrat,

la lam gian cd tron mach mau, dan dén gian cac tinh
mach va dong mach nhung tac doéng lam gian finh
mach tréi hon. Tac dung diéu tri phu thudc vao ligu

st dung. Néng do thube thap trong huyét tudng co
tac dung lam gian tinh mach, dan dén tang chira mau
@ ngoai vi, gidm hoi lvu mau tinh mach va gidm ap

Iuc cudi ky tam trurong tam that trai (tién téi). Nong

db thudc cao trong huyét tuong cing lam gian déng
mach, do d6 lam gidm sirc can mach mau va huyét ap
dan dén gidm hau tai.

Isosorbid-5-mononitrat cling co tac dung truc tiép

lam gian déng mach vanh. Bang cach lam gidm thé
tich va ap luc cubi ky tam trudng, thudc lam giam ap
Iuc trong thanh cd tim, do dé lam cai thién Iuu lugng
mau dudi ndi tam mac. Do do, tac dung téng hop cla
isosorbid-5-mononitrat 1a giam tai cho tim va cai thién
can bang cung/cau oxy cho cd tim.

Trong cac nghién cltu coé doi chirng vdi gid dudc, liéu
Imdur duy nhét trong ngay da dudc chirng td la co hiéu
qué trong viéc kiém soéat dau that nguc vé mét tang kha
nang gang stfc va cdi thién triéu chimng, cling nhu giam
cac dau hiéu thiéu mau cuc bd cd tim. Thoi gian tac
déng kéo dai it nhat Ia 12 gid. Vao thdi diém nay, ndng
d6 thudce trong huyét tvong tuong tu ndng do thude

1 gid sau khi uéng thuéc, khodang 1300 nmol/L.

Imdur ¢6 hiéu qua trong don liéu phap cing nhu khi
phdi hdp vdi cac thude chen kénh canxi va thude (e
ché thu thé béta.

Hiéu qua lam sang cua céac nitrate co thé gidm di khi
ding lap di lap lai do nong do thudc trong huyét tudng
cao va kéo dai. Bieu nay cé thé tranh dudc bang cach
cho phép c6 mot khodng thoi gian gilra cac lan st
dung ma néng dé thudc trong huyét tuang thap. Khi
ding Imdur liéu duy nhéit/ngay vao budi sang, nong do
thude trong huyét tudng cao vao ban ngay va thap vao
ban dém. Vdi 60 mg Imdur liéu duy nhat trong ngay,
khong nhan thay cé hién tugng 16n thudc vé mat tac
dung chéng dau that nguc. Vdi Imdur, khéng quan sét
thay hién tugng dau that nguc do phdn (rng dbi gilra
cac lan sif dung nhu dudc mod ta déi vdi liéu phap ding
miéng dan nitrate cach khoana. -
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Can than trong theo déi nhifng bénh nhan xd vira
dong mach ndo nang va ha huyét ap.
TUONG TAC THUOGC
Ding dong thdi Imdur va chat (fc ché men
Phosphodiesterase typ 5 co thé lam tang tac dong
gian mach cta Imdur, ¢ kha nang dan dén tac dung
ngoai y nang nhu ngét hoac nhéi mau cd tim. Khong
dugc dung dong thdi Imdur va chat irc ché men
Phosphodiesterase typ 5 (nhu: sildenafil).
Tac dung cua thife an déi vdi su hap thu Imdur khong
co y nghia vé mat lam sang.
PHU NU’ CO THAI VA CHO CON BU
Tinh an toan va hieu qua cua Imdur trong thdi ky thai
nghéen va cho con bu chura duge xac dinh.
TAC DUNG LEN KHA NANG LAI XE VA VAN
HANH MAY
Bé&nh nhan co thé bi chéng mat khi st dung Imdur lan
dau. Benh nhan nén xac dinh trude anh hudng cua Imdur
doi vai ban than trude khi lai xe hoac van hanh may.
TAC DUNG NGOAI Y
Hau hét cac phan (ng ngoai y ¢o lién quan vé dudc
lir'c hoc va phu thudc ligu sif dung. Nhire dau co thé
xay ra khi bat dau diéu tri va thudng bién mat khi tiép
tuc diéu tri. Ha huyét ap, vdi cac triéu chirng nhu
chong mat va buon ndn kem vdi ngéat thinh thoéng
dudc ghi nhan. Cac triéu chimng nay thudng bién mat
khi tiép tuc diéu tni.
Pinh nghia cac tan sd xudt hién cac phan (fng ngoai v
Rat thudng gap (>10%), thudng gap (1-9,9%),
it gap (0,1-0,9%), hiém gap (0,01-0,09%) va rat hiém
gap (<0,01%).
Heé tim mach
Thudng gap: ha huyét ap, nhip tim nhanh.
Hé than kinh trung uvong
Thudng gap: nhirc dau, choang vang.
Hiém: ngat.
He tieu hoa
Thudng gap: budn ndn.
It gap: nén, tiéu chay.
Hé coxuong
Rat hiém: Pau co.
Da
Hiém: nai ban, ngifa.
QUA LIEU
Triéu chirng: Nhirc dau kiéu mach dap. Nhirng triéu
chifrng nang hon la kich thich, dé bing mat, toat mo
héi lanh, budn nén, nén mita, chong mat, ngéat, nhip
tim nhanh va tut huyét ap.

DAC TINH DUQC BONG HOC
Isosorbid-5-mononitrat dudc hap thu hoan toan va
khong bi chuyén héa trong giai doan dau di qua

gan. Diéu nay |am giam tinh bién thién ndng dé

thudec trong huyét tuong d moi ca thé va gilra cac

ca thé vdi nhau va dan dén tac dung lam sang én

dinh co thé du doan dudc. Thdi gian ban thai cua
isosorbid-5-mononitrat khodng 5 gid. Thé tich phan
bo cua isosorbid-5-mononitrat vao khodng 0,6 L/kg
va do thanh thai toan phan xdp xi 115mL/ phat. Sur thai
trir xdy ra do qua trinh khut nitd va phan ung lién hop.
Cac chat chuyén hoa dudc bai tiét chi yéu qua than.
Chi khoang 2% liéu st dung duoc bai tiét dudi dang
khong déi qua than.

Ton thurang chite nang gan hodc than khéng co anh
hudng dang ké dén dac tinh dude déng hoc cla Imdur,
Imdur la dang phéng thich keo dai (Durules) cua
isosorbid-5-mononitrat. Hoat chat chinh dudc phong
thich khdng phu thudc vao dé pH, trong khodng thoi
gian 10 gid. So sanh vdi cac vién nen thong thudng,
giai doan hap thu cda Imdur kéo dai va thdi gian tac
dong ciing kéo dai. Bo sinh kha dung keéo dai cia
Imdur xap xi 90% so vdi vién nén phong thich tie thi.
Su hap thu khang bi anh hudng dang ké bdi thirc

an. Nong dé thudc téi da trong huyét tuang (khoang
3000 nmol/L) dat dudc khodng 4 gid sau khi lap lai lieu
udng duy nhat 60 mg/ngay. Nong dé thubc trong huyét
tugng giam dan dén khoang 500 nmol/L vao thdi diém
cudi gilra cac lieu thude (24 qid sau khi dung thudc).
BAO QUAN Khong bao quan trén 30°C.

HAN DUNG 3 nam ké tir ngay sdn xuat.

THUGC NAY CHI DUNG THEO TOA BAC SY.

DOC KY HUONG DAN SU DUNG TRUCOC KHI
DUNG. NEU CAN THEM THONG TIN, XIN HOI Y
KIEN CUA BAC SY.

THONG BAO CHO BAC SY BIET NHUNG TAC DUNG
KHONG MONG MUON GAP PHAI KHI DUNG THUOC.
BE THUOC XA TAM TAY TRE EM.

Ngay hiéu dinh: thang 9/2013.
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AstraZeneca Pharmaceutical Co., Ltd.

S6 2, dudng Huang Shan, Wuxi, Jiangsu, Trung Quoc.
Imdur is a trade mark of the AstraZeneca group of
companies.
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