https://trungtamthuoc.com/

Rx Thubc nay chi ding theo don thubc
ISODAY 40

(Vién nén isosorbide mononitrate 40 mg)

Dé xa tim tay tré em.
Pgc ki huéng din sir dung truée khi diung.

THANH PHAN CONG THUC

Thémh phan hoat chdt: Tsosorbide mononitrate 40 mg

Thanh phan td duge: Colloidal anhydrous silica (aerosil), lactose monohydrate, magnesium
stearate, maize starch, microcrystalline cellulose PH-102, purified talc.

DANG BAO CHE: Vién nén khong bao. , ,
M5 ti: Vién nén mau tring dén trang nga, tron, phing, dugc khic chit “I16” & mot mit.

CHIPINH
Du ph(‘m% dau thit ngue. ) )
HG tro diéu tri suy tim sung huyét khéng dép (mg véi glycosid tim hodc thude lgi tiéu.

LIEU DUNG VA CACH DUNG

Lidu dung:

Nguoi Ién

Liéu thong thudmg 1a 20 mg x 2 - 3 1An/ngdy. Nhimg bénh nhan da duge diéu tri du phong béng
nitrate ¢6 thé dugc chuyén tryc tiép sang ding lidu diéu trj cua isosorbide mononitrate. Déi véi
bénh nhan chua duoc diéu tri dy phong bang nitrat, liéu khuyén céo ban déu 12 20 mg x 2 13n mdi

ngay.

Liéu duy tri & mdi bénh nhén thudmg trong khoang 20 mg - 120 mg mdi ngdy.
Tré em

Khéng c6 dit liéu an toan va hidu qua sir dung thudc & tré em.

Nguwoi lém tudi

Khong c6 biing chimg khuyén céo cén diéu chinh lidu déi v6i ngudi 16n tudi.
Piéu tri bang isosorbide mononitrate, cling nhu véi bat ky logi nitrate ndo khac, khong nén ngimg
dot ngdt. Can giam liéu va tan sudt sir dyng tir tir.

Cach dung:
Ubng ca vién thude sau khi in, khéng duoc nhai.

CHONG CHi PINH

Qué min véi isosorbide mononitrate hoac véi bat ky thanh phin nao cua thude.

Isosorbide mononitrate khong nén dung trong truéng hop nhdi méu co tim cip tinh véi 4p luc lam
day thép, suy tuén hoan cé}g tinh (soc, truy mach) hoic bénh co tim phi dai tic nghén (HOCM),
viém mang ngoai tim co that, ap lyc 1im ddy tim thip, hep van ddng mach chi/van hai 14 va cac
bénh lién quan dén ting 4p lirc néi so nhur sau chén thuong dau va bao gdm cé xuit huyét nio.
Isosorbide mononitrate khng nén ding cho bénh nhén thiéu mau ning, ha huyét 4p nghiém trong,
tang nhén 4p géc dong hodc giam thé tich mau nghiém trong.

Céc chét (rc ché phosphodiesterase type-5 (nhu sildenafil, tadalafil va vardenafil) dd dwogc chimg
minh 12 co6 tac dung lam ting tdc dung ha huyét 4p clia cAc nitrate, va do d6 chéng chi dinh két hgp
vai cac nitrate hodc cac thude tao nitric oxide.
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CANH BAO VA THAN TRONG KHI DUNG THUQC

Isosorbide mononitrate c6 thé 1am ting nguy co ha huyét 4p tu thé va ngét & mot s bénh nhan. Ha
huyct ap tur thé nghiém trong véi bidu hién choang vang va chong mit thudéng xuyén xdy ra sau
khi udng rugu. )

Su gidn né mach mau ¢ thé din dén sy tu mau tinh mach dén dén giam luu lugng mau vé tim, ha
huyé€t 4p va nhip tim nhanh do phan xa.

Do d6, khong nén sir dung nitrate dudng ubng cho nhtmg bénh nhén nhay cdm véi tic dung ha
huy#ét 4 ap, nhu nhitng bénh nhén ¢ tién sir ha huyét ap, s0c, truyy mach hodc bénh mach mau ndo
d4ng k&, thiu mau nghiém trong hodc suy gidp.

Isosorbide monomtrate nén dugc sir dung than trong & bénh nhin c6 tién sir nhdi mau co tim gan
dédy voi 4p lyc lam day lhap nhu nhdi méu co tim cép tinh, suy giam chirc ning thét trai (suy that
tréi), hodc rdi loan huyét 4p tur thé. Cin tranh gidm huyét 4p tAm thu xudng duéi 90 mmHg.

Cin sit dung thubc thin trong & bénh nhan dang ha than nhiét, suy dinh dudmg va bénh gan hodc
than nang. Nitrate duong udng nén dugce sir dung thin trong & nhirng bq:uh nhén dau that nguc do
cac nguyén nhan khac, hogc tinh trang ting dong lyc (tang thé tich tudn hoan méu bét thuéng) da
co tir trude.

Céc triéu chimg suy guim tudn hoan c6 thé phat sinh sau lidu dAu tién, dic biét & nhitng bénh nhan
¢6 tudn hoan khéng on dinh.

Ha huyét 4p do nitrate c6 thé kém theo nhip tim cham nghich Iy va ting dau thit ngyc.

Vi nitrate duémg udng gy gidn finh mach nén khéng dugc ding cho bénh nhin tang ap luc ndi sg.
(Da quan sat thiy cac truomg hop ting ap lyc ndi so cao hon nira khi sir dung glyceroltrinitrate
tiém tinh mach)

Vién nén 1sosorb1de mononitrate chita lactose va do d6 khong nén dung thudc & bénh nhan ¢6 vén
dé di truyén hiém giip vé khong dung nap galactose, thidu hyt men Lapp lactase hodc kém hép thu
glucose-galactose,

Trong trudng hop xudt hién con dau thit nguc cép tinh, nén sir dung phuong phép didu tri dudi
lrrdi nhu glyceryl nitrate dang xit hodc dang vién nén tha.y vi isosorbide mononitrate. Khéi diu tic
dung cua isosorbide mononitrate khng @i nhanh dé c6 thé hiru fch trong diéu tri con dau thit
ngue cAp tinh.

Dung nap va dung nap chéo vai cac nitrate khic d duge mé t. Trénh dimg lidu cao lién tyc. Nén
ding lidu thap nhat c6 hi¢u qua.

Diéu tri bang isosorbide mononitrate, cling nhu véi bét ky loai nitrate nao khac, khéng nén ngimg
dot ngét. Can giam lidu va tin sudt sir dung tir tir.

o nhing bénh nhén giam thoi gian van chuyén qua dudmg tiéu héa, cé thé xay ra gidm giai phéng
hoat chat.

Bénh nhan dang diéu tri duy tri bing isosorbide mononitrate nén dugc thong béo khéng dugc sir
dung cac thudc chira chit irc ché  phosphodiesterase (nhu sildenafil, tadalafil, vardenafil).

Khong nén tam ngung diéu tri bang isosorbide mononitrate dé dung cac san pham c6 chira chit rc
ché phosphodiesterase (nhur sildenafil, tadalafil, vardenafi il), vi nguy co giy ra con dau thit nguc
c6 thé tang 1én.

SU DUNG THUOC CHO PHU NU' CO THAI YA CHO CON BU

Phuy niF c6 thai

Chua c6 da dir liéu vé viée sir dung isosorbide mononitrate trcmg thdi gian mang thai dé c6 thé
danh gia nhitng anh hudmg ¢6 hai c6 thé xdy ra. Dir lidu han ché tir c4c nghién ciru dong vét cho
thay khong 6 tac dung c6 hai trén dong vat mang thai hogc thai nhi. Nhu 12 bién phdp phong ngira,
t6t nhat 14 khong sir dung isosorbide mononitrate trong thdi gian mang thai.
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Phu nir cho con b1

C6 dit liéu cho ring cac nitrate dugc bai tiét vdo sira me va c6 thé gdy ra methemoglobin méu cho
tré so sinh. Khong c6 dir ligu vé viéc isosorbide mononitrate di vao sira me & ngudi, nhung van c6
thé xay ra. Anh huéng cta sy phoi nhiém nay trén tré dang bu sita me vin chua dugce biét. Nhu 14
bién phép phong ngira, nén ngimg cho con b trong théi gian diéu tri v6i isosorbide mononitrate.

Kha niing sinh san

Dit liéu trén dong vét khéng cho thdy c6 anh hudng ciia viée diéu tri béng isosorbide mononitrate
1&n kha niing sinh san clia con duc va con cai. Dt liéu trén ngudi hién van con thiéu.

Vi vy, chi nén sir dung isosorbide mononitrate cho phu nit mang thai va cho con ba néu béc si
cho rang lgi ich cia viéc didu tri 16n hon cac anh hudmg c6 hai.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Isosorbide mononitrate thinh thoang c6 thé gay ra ha huyet ap, die iéu nay c6 thé din dén chéng mat.
Chong mét, mét méi hojc nhin md cb thé xay ra khi bit dau diéu tri hodc ting liéu. Néu bi anh
huong, khong 141 xe hodc vin hanh may moc. Anh hudng nay co thé bi tang 1én boi ruou.

TUONG TAC, TUONG KY CUA THUOC ‘ ) ,
Tac dung ha huyét ap cua isosorbide mononitrate tang I€n khi sir dung dong thai véi chat e che
phosphodlesterase tuyp 5, duoc sir dung trong didu tri réi loan chirc ning cuong duong, Diéu nay
¢ thé din dén cic bién chimg mach mau de doa tinh mang. Bénh nhdn duogc diéu tri biang
isosorbide mononitrate khong dirge sir dung két hgp vai chat irc ché phosphodiesterase loai 5 (nhwr
sildenafil, tadalafil, vardenafil).

Str dung ddng thoi cac thude ¢6 tac dung ha huyét p, nhu thube chen beta, thubc ddi khang calci,
thudc gisn mach (bao gdm thuéc an than kinh va thuéc chéng trim cdm ba vong), alprostadil,
aldesleukin, thudc ha huyét 4p, thude loi tiéu, thudc d6i khéng thy thé angiotensin II vi/hodic rugu
c6 thé lam ting tac dung ha huyét dp ciia isosorbide mononitrate.

Céc bao cdo cho thiy sir dung dong théi vién nén isosorbide mononitrate cé thé 1am ting nong do
dihydroergotamine trong méu va tac dung ting huyet ap cua thube nay.

Saproptenne (retrahydrobiopterine, BH4) la dong yeu t6 tao ra nitric oxide synthetase. Thén trong
khi diing dong thoi thude chira sapropterine véi tat ca cac tac nhan gay g:an mach béng cach anh
huémg dén chuyén héa nitric oxide (NO, bao gbm céc thuéc tao NO cb dién (nhw glycery

trinitrate (GTN), isosorbide dinitrate (ISDN), isosorbide S-mononitrate (SISMN) va cac thudc
khac).

Khéng c6 sin dir ligu vé trong tac vai thirc in.

TAC DUNG KHONG MONG MUON CUA THUOC

Hau hét cac téc dung khong mong mubn 12 qua trung gian dugc 1y va phy thude lidu. Nhirc dau
xéy ra & khoang 25% bénh nhén khi bat dau dléu tri va c6 thé do tac dung gisn mach cua thuéc
nhirc dau thudng bién mét trong vong mét tuan Ha huyet ap (voi triéu chimg chong mit va budn
non) dd dugce bao cao, nhung s& bién mﬂt khi tiép tuc dleu tri.

Tén sudt cac phan irng khong mong mudn nhur sau: rat thuéng gip (= 1/ 10) thudng gép (= 1/100,
<1/10), it gép (= 1/1.000, < 1/100), hiém gap (> 1/10.000, <1/1.000), rat hiém gap (<1/10.000),
chura biét (khong thé wéc tinh dua va di liéu hién co).

Hé co quan TAn suat Phan (g khéng mong muon
Réi loan hé than kinh Rit thudng gap Dau dau
Thudng gip Chéng mit (bao gom chéng mat tu
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thé), budn ngl

Hiém gip Ngat

R6i loan toan thin Thudng gap Suy nhugo

Roi loan mach mau Thudng gap Ha huyet 4p the dimng, ha huyet ap
It gip Suy tuan hoin véi sur tram trong

cac tridu chimg cia con dau thit
nguc (doi khi kem theo loan nhip
tim va ngaf).

Giam oxy mau thoang qua vai tinh
trang thiéu oxy co tim & nhiing
bénh nhén bi bénh mach vanh.

Roi loan tim Thudng gip Nhip tim nhanh
It gap Con dau thit nguc trd nén tram
trong hon
Chura biét Nhip tim chém kich phat
Réi loan tidu hoa It gap Bu6n nén, nén, tiéu chiy
Rit hiém giip Kho tiéu (g chua)*
R&i loan da va md lién k&t | It gap Phan img di img trén da (nhu phat
dudi da ) ban, ngira), do birng mit
Chura biét Viém da tréc vay, do bimg, da di
img phan img **

* R4t ¢6 thé do gidn co vong do nitrat gy ra

** P6i khi nghlem trong

C6 thé giam tin suit dau ddu bang cdch bit ddu didu tri v6i lidu 30 mg trong 2-4 ngay diu va didu
chinh ting liéu din din khi cin thiét. Ha huyét dp c6 thé din dén nhip tim nhanh phén xa, chong
mit va ngit xiu.

Cac phan lmg h@ huyét ap nghiém trqmg da dugc bdo cio d6i véi nitrate hiru co, bao gdm budn
n6n, ndén, bdn chdn, xanh xao va ra md héi nhiéu.

Trong khi dleu tri bing isosorbide mononitrate, tinh trang gidm oxy méu tam th&i c6 thé xay ra do
sy phén ph&l lai lvu lwgng mau tuong dbi & nhung vung phe nang giam thong khi. Dac biét ¢
nhimg bénh nhan bi bénh mach vanh, diéu ndy cé thé dan dén tinh trang thiéu oxy co tim.

Théng bdo cho bdc st nhitng tdc dung khéng mong muén gép phai khi sir dung thudc.

QUA LIEU VA CACH XU TRi

Triéu chli'ng va dau hiéu: Dau diu, ha huyét 4p, budn nén, nén, 46 md héi, nhip tim nhanh,
chong mat, bdn chon, da do ung, nhin mo va ngét Ting 4p lyc n6i s véi nhim 13n va thiéu hut
thdn kinh thinh thoémg c6 thé xé.y ra. Hiém khi xay ra methaemoglobin méu (chimg xanh tim,
thiéu oxy mau, bén chdn, suy hé hip, co giat, loan nhip tim, suy tuén hoan, ting 4p lre nbi so).

Cac nghién ciru trén djng vit

O chudt céng va chut nhit, d3 quan sét thdy liéu gy chét Ian lugt 1a 1965 mg/kg va 2581 mg/kg.
Céc nghién ctru trén ngurdi

Dau hiéu va trigu chimg

- Pau diu

- Ha huyét &p (huyét 4p tdm thu < 90 mmHg)

- Xanh xao

- Bubn nén

-Noén
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- Ra md héi

- Mach yéu

- Nhip tim nhanh

- Mét moi

- Chéng mit

-Lo du

- Nong va do da

- Nhin m¢

- Ngét

- Tiéu chay

Su gia tang ap lyc ndi so kém theo o 1an va suy giam chirc nang thin kinh xay ra khon? phd bién.
Vi lidu lugng rét cao, c6 thé gay ting 4p hre ndi so, c6 thé din dén cac tridu ching bat thuong &
ndo. Tang methemoglobin mau (tim tai, gidm oxy mau, kich ddng, uc ché hé hp, co giat, loan
nhip tim, thiéu ning tudin hoan, ting 4p luc ndi so) hiém khi xay ra. Ting methemoglobin méu da
duge bao cao ¢ nhitng bénh nhan dung cdc nitrat hiru co khéc. Trong khi st dung isosorbide
mononitrate, cic ion nitrit chuyén héa sinh hoc duge giai phéng, c6 thé gy ra chirng thiéu méu va
tim tai sau d6 thé nhanh, lo ling, mét y thirc va ngimg tim. Khong thé loai trir tirdng hop qua liéu
isosorbide mononitrat ¢6 thé géy ra phan tmg bét lgi nay.

Cach xir tri: _ )

Cic phuong phép diéu trj sau day chi nhdm muyc dich huéng din va tuy theo quyét dinh cia bac si
diéu tri.

Quy trinh chung:

- Ngung st dung isosorbide mononitrate.

- Can nhﬁc ligu phap giam hép thu (ding than hoat tinh) va trong truomg hop nghi ngé qua lidu
niing cin can nhic rira da day (néu cé thé trong vong mét gi¢r sau khi udng).

Quy trinh chung trong truéng hop ha huyét dap thap lién quan dén nitrate:

- Pit ngudi bénh ndm ngang, co chan 1én va ha dau xudng.

- Cho thé oxy.

- M& rong thé tich huyét trong (truyén tinh mach chit 16ng)

- Didu tri cu thé dbi vai tinh trang séc (dua bénh nhan vao phong chim séc dic biét).

Quy trinh ddc bigt

- Tang huyét 4p néu huyét 4p rét thip.

- Diéu tri chimg thiéu mau

- Liéu phap gidm methemoglobin mau dugc lya chon véi vitamin C, xanh methylen hodc xanh
toluidine

- Cho thd oxy (néu cin)

- Bit du thong khi nhén tao

- Loc mau (neu cin)

- Cac bién phap hdi sirc

Trong triong hop ha huyét ap kéo dai

- Piéu tri bing norepinephrine HCI or dopamine.

Diéu tri ting methemoglobin mdu

Dung antidote:

- Xanh methylene blue: liéu 1én dén 50 ml dung dich 1%, dwong tinh mach.

- Tang methemoglobin mau

- Vitamin C: 1 g dudng udng hodic duomg tinh mach dudi dang mudi natri.
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- Xanh toluuhne blue: khéi ddu véi liéu 2 - 4 mg/kg cén ning, dudng tinh mach. Néu cén thiét lap
lai nhlcu Ian voi thiri gian nghi 12 1 gio, lidu 2 mg/kg cin ning.

- Néu &n thiét, phai sir dung hd hip nhan tao.

- Trong trudng hop ting methemoglobin méu nghiém trong (metHEB> 70%) cin nhic chay than
nhan tao, thay mau.

- Trong trurdmg hop c6 déu hidu ngimg tudn hoan va hé hip, hiy bit ddu hdi sirc ngay 1ap tirc.

CAC PAC TINH DUQC LY

Dic tinh dwge Iwe hoe

Ma ATC; CO1DA14

Nhém didu tri: Thube gian mach sir dung trong céc bénh v& tim; nitrate hitu co.

Isosorbide mononitrate 1a mot nitrat hiru co, cling nhu cdc nitrate ¢ hoat tinh trén tim khéc, 1a mot
chét gian mach. Thudc lam giam ap lyc cudi tim truong thét trai va phai ¢ mic d§ lon hcm giam
ap lyc dong mach hé lhong, do d6 1am giam hau tai va dac biét 13 hiu tai cta tim, Thube chira
isosorbide mononitrate, chat chuycn héa c6 hoat tinh cua isosorbide dinitrate. Cac hop chit nitro
gdy gian mach phu thude lidu sir dung. Hiéu qua didu tri phy thude vao Lidu legng va mirc d6
nhay cam ciia trng ca nhén,

Ncmg do thuéc cao trong huyét twong ciing lam gidn dong mach, do d6 lam gidm sirc can mach
méu va huyét ap dan dén giam hau tai.

Isosorbide-5-mononitrate cling c6 tic dung tryc tiép 1am glﬁn dong mach vanh. Bing céch lam
giam thé tich va p Iyc cudi ky tdm truong, thude 1am giam ap luc trong thanh co tim, do d6 lam
cai thién luu lmmg méau dudi ndi tim mac. Do d6, tdc dung tong hop cia isosorbide-5-
mononitrate 14 giam tai cho tim va cai thién cdn bing cung/ciu oxy cho co tim.

Co ché tic dung

Nhu tét ca céc nitrate hiru co, isosorbide mononitrate tao ra nitric oxide (NO). NO géy ra sy gian
co tron thong qua kich thich guanylyl cyclase va ting ndng d0 cua cyclic guanosine
mnnophosphale (cGMP) trong ndi bao. Vi viy, protein kinase phu thugc cGMP dugc kich thich,
voi su thay do: két qua cia qua trinh phosphoryl héa céic protem khéc nhau trong té bao co tron.

Dleu nay cubi cing din dén sy khir phospho clia myosin chudi nhe va 1am giam truong lue co tron.

Pidu tri lién tuc v4i cée ché phﬁm chira nitrate thudng din dén hinh thanh sy dung nap thude. Vi
ly do nay, nén ding thuéc 1 ldn/ngay dé cé dugc khodng thei gian gitra cic 1in sir dung ma néng
do nitrate thép.

Ciac dic tinh dwge dgng hoc

Hip thu

Isosorbide mononitrate duge hip ‘thu nhanh chéng va nong d6 dinh trong huyét twong dat duge
trong vong 1 gi&r sau khi ubng thude.

Phan b

Sau khi ubng, sinh kha dung ctia isosrbide mononitrate 13 100%. Thudc nay khéng bj chuyén héa
trong gi'ai doan diu.

Chuxen hoa

Isosorbide mononitrate dugc thai trir khéi huyét twong voi nira doi thai trir khoang 5,1 gid. Thudc
duge chuyén héa thanh isosrbide-5-MN-glucuronide ¢6 nira doi thai trir khoang 2,5 gid.

Théi tnx

ThuGc cling dugce thai trir dudi dang khong chuyén héa qua nudc tléu Sau khi uéng nhiéu liéu,
nong do trong huyét trong phit hop voi dy doan dua trén céc thong sb duge dong hoc sau khi st
dung 1 lidu.
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QUY CACH PONG GOI
Hop 4 vi x 14 vién.

PIEU KIEN BAO QUAN
Bao quan & noi kho réo, nhiét do khong qua 30°C. Tranh anh sang.

HAN DUNG )
36 thang ké tir ngay san xufit

TIEU CHUAN CHAT LUQNG
Tiéu chudn co s&

TEN, DIA CHI CUA CO SO SAN XUAT

San xuét tai An D9, bdi: MILAN LABORATORIES (INDIA) PVT. LTD.

bia chi: Plot Nos. 35, 36, 63, 64, 65, 67 & 87 Jawahar Co-op Industrial Estate Ltd.,
Kamothe, Raigad 410209, Maharashtra State, An D6.

Chirc danh: Truong VPPD tai Viét Nam
Ambica International Corporation
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