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Imidu’30 mg

Vién nén tic dyung kéo dai

Thudc nay chi ding theo don thube.

Khéong ding thude qui lidu chi dinh.

Khéng ding thube qué han diing ghi trén bao bi.

Dé xa thm tay tré em.

Poc k§ hrdmg din sir dyng trude khi ding,

Thong bio ngay che bic s§ hofic duge s§ nhing tic dyng
khéng mong mubn gip phii khisirdyng thude.

Néu ciin thém thing tin xin hoi ¥ kién béc sy.

THANH PHAN

- Duge chéit: Isosorbid-5-mononitrat 60 mg (dudi dang
Isosorbid-5-mononitrat 80%).

- Ta duge: Lactose monohydral, povidon K30, HPMC 4000,
PEG 6000, silic dioxyd keo khan, magnesi stearat,

MO TA SAN PHAM
Vién nén hinh oval, mau tring, hai mat 16i, tron, canh va thanh
vién lanh lin.

CHIDINH
Dur phong con dau thit ngye.

LIEU LUQGNG VA CACH DUNG

Liéu lugng
Negweeri ldm:

- Liéu khei dau: 30 mg/ngay hodic 60 mg/ngdy, c6 thé tang dén
120 mg/ngay sau vai ngay néu can thiét. Liu 240 mg/ngay
hiém khi duge sir dung
Liéu khoi diiu co thé glém xuéng 30 mg/ngdy dé han ché tac
dung khong mong mudn dau dau trong 2 -4 ngay dau.

Liéu lugng & mpt sb doi tugng lim sang dic bigt:

- Tr¢em: Antodn v hiéu qua chua duge thiet lap o tréem.

- Ngiedri cao tuii: Khong co bing chimg vé vige diéu chinh ligu
diing & ngudi cao tudi, Tuy nhién cin theo doi dac biét & cac dbi
tuong ting tinh nhay cam véi ha huyét ap, suy gan hodc suy
thinrd.

Luuy:

- Nénsirdung thude & liéu thip nhdt co hidu qua.

- Nguy co dung nap thudc gia tang khi sir dung dang béo ché
phéng thich kéo dai. & nhig bénh nhén c6 hi¢n wong dung
napthuoe, nén sirdung » thube giai phong timg dot.,

Chch ding

- Ubng lidu duy nhit vao bubi séng, Khong dugc nhai hoac
nghién vién thube. Nudt nguyén vién th udic véi nuoe.

- Bénh nhén ciin ding thude theo ding hudng dén ciia béc s¥,
khong duoe tr ¥ ngung thude. Khong ngung thude dét ngdt,
nén gidm dén lidu luong va tin sudt dimg thude mrde khi
ngung hiin thude.

- Néu bénh nhan quén dang thube, ubng ngay sau khi nho ra.
Néuthoi diém nhd ra gan voi thoi diém uéng liéutiéptheo, hiy
bo qua licu d‘i quén va tiép tyc uong licu tiép theo nhr thudng
1¢. Khang uong licu gap déi de bii cho liéu da quén.

- Khdng e yéu ciu dac biét vé xirly thube sau khi sirdung.

- Khdng nén virt bo thude vao nude thai hay rac sinh hoat. Hoiy
kién dugc s§ cach bé thube khong sir dung nita. Nhimg bién
phip nay s€ giup bio v mdi truong.

CHONG CHI DINH

- Qué min véi isosorbid-5-mononitrat, cc nitrat hay bit ky
thanh phin nao cia thude.

- Bénh co tim phi dai tic nghén, viém mang ngoai tim co thit,

chén ép tim, hep van déng mach chi, hep van tim, thiéu mau
ning, ting nhin 4p goc dong, phi phoi nhigm dde, cic bénh
lién quan dén ting &p luc ndi so (sau chan thuong diu, xuit
huyétndo,...).

- Nhéi mau co tim cdp tinh kém huyét 4p lam ddy thdp, suy tuin
hoan cép (sbc, truy mach) hodc ha huyétépnang.

- Phbi hop véi cac chit ire ché S-phosphodiesterase (sildenafil,
tadalafil, vardenafil,... ) do lam ting tic dung ha huyét ap ciia
nitrat.

THAN TRONG VA CANH BAO

- Khing sirdung Imidu® 30 mg trong ﬁ!éu tri con dau thit ngyc
cdp. Khi xdy ra con dau thiit nguc cip nén sir dung vién
glycerin trinitrat ngam dudi hedi.

- Sir dung thin trong & bénh nhin co tién sir nhdi mau co tim
hodc bénh nhin bi nhuoe gidp, ha thin nhiét, suy dinh dudng,
bénh gan nang, bénh thdn niing,

- Nénsirdung liéuthdpnhitco hiduqua.

- Hién twong dung nap d xay ra & mot s6 bénh nhéin diing thuée
tac dung kéo dai. O nhitmg bénh nhin nay, nén dung thube giai
phong tirng dot.

- Khéng nén ngung thudc dot ngdt ma cin giam dan dén licu
lirgmg vé tin sufit,

- Tac dung ha huyét 4p do nitrat c6 the kém theo nhip tim chim
nghjch Iy v ting nguy co daunguc. Ha huyét i'lp ning, dac biét
drtu thé dimg, c6 thé xdy rangay ca vai ligu thap. Than trong &
bénh nhan giam thé tich hoic ha huyét ap tirtrude. Khi st dung
thude, phai tang liu tir tir dé tranh nguy co ha huyét ap thé
dimg va dau dAu & mot s bénh nhan; nén ngdi hodc ndm sau
khi ding thude,

- Ha huyét ap thé dimg nghiém trong kém theo dau diu nhe v
chong véng thudmg quan sat thiy khi dung kém véi ché phim
chiracon.

- Thudc ¢ ché 5-phosphodiesterase: Lam ting tac dung ha
huyét ap cuia cdc nlu'al va nitrit hiru co, ¢6 thé de doatinh mang
hodc anh hudng xdu dén huyét déng hoc. Béc s§ cén nim rd
tién sir diing thude ctia bénh nhén, dac biét & cac doi wong nhoi
méau co tim hodic thiéu mau cuc b, canh bao bénh nhin nhimg
trong tc co thé xay ra dé loai trir kha néng sir dung dong théi
céc thube trén.

- Lai ich trén bénh nhin suy tim sung huyét va nhdi mau co tim
chura durge thiét 1dp, cin theo doi lam sang va huyét dong hoe
chat ch& khi sir dung thude. Tranh st dyng cac che phim c6 tac
dung kéo dai trong giai doan diéu tri ban diu ¢ cac bénh nhan
trén vi higu luc ciia thube khé chdm dit nhanh chéng, c6 thé
xdyra ha huyét 4p qua mirc va nhip tim nhanh,

- Ché pham Imidu® 30 mg c6 chira 1 duoc lactose, khong nén sir
dung & nhimg bénh nhan mic cac rdi loan di truyén hiém gap
vé khéng dung nap galactose, thiéu hut enzym Lapp lactase
ho#ic roi loan hap thu glucose — galactose.

SUDUNG CHO PHU NUMANG THAI VA CHO CON BU

Phy nir mang thai
Chua c6 dir lidu nghién ciu 1im sang vé viée sir dung
isosorbid-5-mononitrat & phu nir mang thai. Nghién ciru trén
dong vat cho thiy doc tinh sinh sén, twong quan trén nguon
chua duge biét. Do dé khéng nén sit dung isosorbid-5-
mononitrat cho phy nirmang thai trir khi thét can thiét.

Phy nir cho con bi
Isasorbid-5-mononitrat khéng nén sir dung cho phunir cho
bitrirkhi lgi ich lém hon nguy coc6 thé xay ra.

ANH HUGNG CUA THUOC POI VOI CON
Isosorbid-5-mononitrat cé thé gdy chéng m
trung binh dén kha nang lai xe, vin hianh m
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chi nén ldi xe hay van hanh may moc khi dam bao minh khong
bi anh hudmg béi tac dung khong mong muon ké trén.

TUONG TAC, TUONG KY CUA THUOC
Tuong tic cia thube

Noradrenalin, acetvicholin, histamin: Isosorbid-5-mononitrat
¢ thé dbi khing tac dung dugce 1y vai cic thude ndy.

Rugrue: C6 thé gay nén thiéu mau ndo cye bd kém ha huyétap
the.

Thude chen thu thé beta: Cé tac dung duge Iy khéc trong dau
thit ngue va co tac dung cong hop khi ding dong thoi véi
1sosorbid-5-mononitrat.

Thude ire ché enzym chuvén, thudc irc ché 3-
phosphodiesterase (sildenafil, tadalafil vir vardenafil): Tang
téc dung ha huyét ap cia nitrat khi dung phoi hop, co theé giy
gidin mach ha huyét dpnghiém trong, da c6 trrdmg hop tirvong.

Twong ky, caa thu

Khéng ap dung.

TAC DUNG KHONG MONG MUON

Héu hét cc tae dung khéng mong mubn cé lién quan vé dugc
Iue hoe va phy thude liéw. Dau diu thuomg xay ra khi bt dau
ding thudc va thuong khoi sau 1 — 2 tudn diéu tri, Lidu khéi
dhu co thé giam xudng 30 mg/ngay dé han ché tac dung khong
mong muon dau diu trong 2 —4 ngay dau. Tyt huyét ap (chéng
mit, budn non keém ngat) thinh thoing duoc bio céio. Nhimg
triéu chimg nay thuong khoi khi tiép tuc digutri.

Cic tée dung khéng mong mudn duge phin nhom theo tin
suiit: rit thuéng gip (ADR = 1/10), thuomg gip (1/100 <ADR
< 1/10), it ghp (1/1.000 < ADR < 1/100), hiém gfip (1/10.000 <
ADR < 1/1.000), réit hiém gép (ADR < 1/10.000), khéng rd tdn
suat(tan suit khéng duoc ude tinh tirnhimg dit lidu ¢6 sin),
Thén kinh: Dau day, chong mat (thuémg gap), Chodng vang
(hiém gap).

Tim mach: Tut huy&t dp, tim nhanh (thuong gap).

Tiu héa: Bubn nbn {thudng gip). Nén, tidu chay (it gip).
Davéamd diecri da: Ban d6, ngira (hiém gap).

Corxieomg vi md lién kér: Dau co (rlt hiém gap),

QUA LIEU VA CACH XU TRi
Tri¢u chimg

Pau diu vin mach. Céc t_riét} chimg nghiém trong hon nhur
kich thich, dé bimg mat, 46 mo hdi lanh, budn ndn, non, chong
miit, ngdt, nhip tim nhanh va tut huyét dp.

Cich xr tri

Giy nén, dung than hoat tinh. Trong truong hop ha huyét ap
ning, trude hét dat bénh nhin & tr thé ndm ngira, ning cao 2
chén. Truyén dich duémg tinh mach néu ¢dn,

DUQC LIC HQC

Phién logi duge Iy: Thube gian mach sir dung trong cac bénh tim
mach (¢éc nitrat hitu co),

Mi ATC: COID Al4.

Cu ché tic dyng

Isosorbid-5-mononitrat |4 chéit chuyén héa co hoat tinh cia
isosorbid dinitrat, e tac dung duge |y chinh lam gifin co tron
mach méu, ddn dén gifin tinh mach v& dong mach nhung chi
yéu 14 gi3in tinh mach. Téc dung diéu trj phu thude lidu sirdung,
Néng dé thude trong huyét trong thip ¢ tdc dung lam gidin
{inh mach, diin dén tang sirc chira mau & ngoai vi, gidm hoi luu
miu inh mach va giam ap luc cudi ky tim truong tam thit tréi
(tién ti), Néng do thude trong huyét twong cao ciing lam gidn
dong mach, do do lam gidm sirc can mach mau va huyét ap din
dén giam hiu ti.

Isosorbid mononitrat cling ¢d tic dung trye tiép lam gidn dong

mach vanh. Bing cich lam giam thé tich va p luc cudi ki tim
truong, thudc 1am giam ap luc trong thanh co tim, do do cai
thién hru lugng mau dudi ndi tdm mac. Do do, tic dung tdng
hopciia isosorbid-5-monenitral 14 gidm tai cho tim va céi thign
céin bing cung/ céu oxy cho cotim,

DUQCDONG HOC

Hip thu: Isosorbid-5-mononitrat duoe hip thu hoin toan va
khong bj chuyén hoéa ldn ddu qua gan. Didu nay lam gidm tinh
bién thién néng do thude trong huyét tuong & mdi ¢d thé va
gilra cdc ca thé, din dén tac dung ldm sang on dinh c6 thé du
doan duge. Imidu® 30 mg 14 thudc phong thich kéo dai. Cac
hoat chit duge phéng thich doc 1ap véi pH trong khoang thei
gian 10 gid. So véi dang vién nén quy wdc, giai doan hip thu va
thoi gian tac dung keo dai hon. Sinh kha dung ciia Imidu® 30
mg bing khoang 90% so véi dang phong thich tirc thisi. Thire
#in khéng dnh huong dang ké dén sir hip thu thude va khéng co
si tich Iy & trang thai 6n dinh. Sau khi 1ap lai liéu udng duy
nhét 60 mg/ngay, nng dé 161 da trong huyét tuong (khoding
3000 nmol/L) dat duoc sau 4 gio. Nong dd trong huyét tuong
sau d6 giam ddn xudng dudi S00 nmol/L vio thoi diém cubi
gitra cic liéu thude (24 giorsau khi udng).

Phiin bd: Isosorbid-5-mononitrat it gin voi protein huyét
tuong (< 5%). Thé tich phan b khoéng 0,6 L/kg,

Chuyén héa va thai trir: Théd gian ban thai ciia isosorbid-5-
mononitrat khoang 5 gio, tong do thanh thai khodng 115
ml/phit. Théi trir chit yéu bing cach khir nito va lién hop & gan.
Cic chiit chuyén hoa duge bai tiet chi yéu qua than. Chi
khoang 2% liéu ding dugc bai tiét qua thin duai dang khdng
doi.

Tinh tuyén tinh: Vién nén tic dung kéo dai isosorbid-5-
manonitrat tuyén tinh duge dong cho dén mire lidu 120 mg,
Duege dpng hoe trén mit s @bi twgng limsing dgc bigt:

Bénh nhin suy gan, suy than: Khong thay doi nhiéu vé cic
théng s6 dugc dong hoe so véi bénh nhin co chic nang gan,
thiin binh thuong,

QUY CACH BONG GO1

Hép 03 vi x 14 vién nén tac dung kéo dai Vi bdm Al —
PVC/PVDC trong.
Hop 05 vi x 14 vién nén tac dung kéo dii. Vi bim Al -
PVC/PVDC trong.
Hop 10 vi x 14 vién nén tac dung kéo dai. Vi bam Al -
PVC/PVDC trong.

BAO QUAN

Noi kho, duéi 30°C. Tranh anh sang.

HAN DUNG

36 thang (ké tir ngay san xut).

TIEU CHUAN CHAT LUQONG

Tiéu chuén co sa.

(HASAN |

Co s&r san xuéit
CONG TY TNHH HASAN - DERMAPHARM
Dubmg s6 2, KCN Déng An, Binh Duong, Viét Nam




