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Rx-Thube ké don

NADECIN 10 MG
(Vién nén isosorbide dinitrate 10 mg)

& \cﬁc DAU HIEU CAN LUU Y VA KHUYEN CAO KHI DUNG THUOC

~~Thuéc nay chi dung theo don thuéc.

Doc ky huing dan str dung trude khi dimg.

Néu can thém rhong tin xin hoi y kién bdc si.

Khéng dung qua liéu da dwgc chi dinh

Théng bdo cho bdc si tac dung khdng mong mudn gdp phai khi sir dung thude.
Khong sir dung thude d@d qud han ding.

Dé thudc xa tam tay tré em.

THANH PHAN CONG THU'C THUOC

M3i vién nén chira:

Hoat chat: 1sosorbide dinitrate (dudi dang isosorbide dinitrate 25% trong lactose) ............... 10 mg
Ta dwge: Lactose monohydrate, tinh bt ngd, povidone K30, tale, magnesi stearate.

DANG BAO CHE

Vién nén.

Mé ta dang bao ché: Vién nén khéng bao, mau tring dén tring vang, hinh tron, hai mat 16i.

CHI PINH

Phong va diéu trj con dau thit ngye.

Diéu trj hd trg suy tim sung huyét cip tinh hoc man tinh ning (phéti hop véi cée thube khéc).
LIEU DUNG, CACH DUNG

Ciich ding: Thubc dung duomg ubng.

Liéu dung:

Ngudi lom:

Dau thdt ngue: 30-120 mg mdi ngay, chia thanh cac l:eu theo yéu ciu cia timg c4 nhén. Liéu
ding nén duge tang dan dé giam tbi da kha ning giy dau diu do nitrate.

Piéu tri suy tim sung huyét: Lidu dung cho suy tim sung huyét ning .la 40-160 mg mﬁi ngay, chia
theo yéu céu cua tung c4 nhén. Lidu lwgng t6i wu t6t nhat duge xac dinh bang cich giam sat huyet
dong lién tyc. Viéc sir dung vién isosorbide dinitrate trong suy tim sung huyét néing nén dugc coi
1 liu phap két hop vai cac bién phap diéu trj théng thudng hon (vi du nhu ding glycoside tim,
thube lgi tiéu).

Liéu téi da hang ngay khéng duge vugt qui 240 mg.

Ngudi cao tuéi: C6 thé giam lidu & ngudi cao tudi, dic biét 1a nhitng ngudi bi suy giam chire niing
than hodc gan.

Tré em: D§ an toan va higu qua cia thubc ddi vi tré em chura duge xé4c dinh.

CHONG CHI PINH

Qua mén véi isosorbide dinitrate hoic mononitrate va bét ky thanh phin nao cuia thude.

Suy tudn hoan cép tinh (séc, truyy mach).

Pau thét ngyuc do bénh co tim phi dai tic nghén.

Huyét ap ‘rs"it thép 1:105.0 4p suit nap thﬁp (isosorbit}e dinitrate 1am giam lugng Ipéu tt‘r' tinh mach vé
tim c6 thé gy ngat do do nén tranh st dung thuoc ¢ nhirng bénh nhén bi xuit huyét hoac nhirng
ngudi bj suy giam thé tich tudn hoan).

Thiéu mau nang.
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Chén ép tim, hep van ddng mach chi, viém mang ngodi tim co that, hep van hai la.

Nhai méu co tim thanh dudi ¢é lién quan dén that phai, ting p luc ndi so (do gidn mach).

Bénh tdm phé man.

Céc chét irc che phosphodiesterase (nhu sildenafil, tadalafil, vardenaﬁl) di cho thiy giy tang tac
dung ha huyét 4p cia céc nitrate, do d6, chdng chi dinh phéi hgp v6i nitrate hojc céc chat cho
nitric oxide.

CANH BAO VA THAN TRQNG KHI DUNG THUOC

C6 thé xay ra dung nap va dung nap chéo véi cac nitrate Khac. Thén trong khi ding cho bénh nhén
bj ting nhan ap goéc dong (ting nhéan ap).

Tranh diing déng thoi cac ché phdm c6 chia nitrate voi rugu vi o thé gdy giam hip thu thude.
Isosorbide dinitrate co thé hoat dong nhu mét chét déi khang sinh Iy véi acetylcholine, histamine
va noradrenaline (norepinephrine).

Co thé xay ra hién tugng tan mau & bénh nhin thiéu men G6PD (Favism).

C6 nguy co ghy ra céc bat thudng trong tim khi sir dung isosorbide dinitrate cho nhirng bénh nhén
¢0 co tim bj ton thuong nghiém trong.

Thén trong V{'fi‘ bénh nhin suy gan hodc suy thin nang, suy gidp, suy dinh dudng, giam than nhigt,
chin thuong diu, xuat huyét ndo.

Bénh nhén ¢6 cac vén d& di truyén hiém gép vé khong dung nap galactose, thiéu men Lapp lactase
hodic kém hép thu glucose-galactose khéng nén ding thuéc nay.

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

Phy nit ¢6 thai va cho con bi: An toan khi sir dung & phu nir ¢6 thai chua duge thiét lap déi voi
isosorbide dinitrate. C6 dir liéu cho ring cac nitrate dugc tiét vao sira va co thé giy tang
methemoglobin huyét. Do d6, chi ding vién nén isosorbide dinitrate & phu nir ¢6 thai va cho con
bt néu theo béc si, lgi ich cao hon nguy co.

Cho con bii: Miic d§ tiét isosorbide dinitrate tiét vao sira me chua duge xé4c dinh. Do d6, cén thin
trong khi ding & phy nir nuéi con bi.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC :

Do tac dung phy cia thudc gy ha huyét ap tu thé ding voi cac tridu ching nhu chong mat, bénh
nhén nén can thén khi lai xe hay vdn hanh may moéc néu hg bi nhitng tri¢u ching nay.

TUONG TAC, TUONG KI CUA THUOC

Isosorbide dinitrate ¢ thé hoat ddng nhu mdt chat dbi khang sinh ly véi noradrenaline
(norepinephrine), acetylcholine, histamine va cac tac nhin khac. Tac dung ha huyét 4p cta nitrat
tang 1én khi diing dong thoi véi cdc chét (e ché men phosphodiesterase (nhur sildenafil, tadalafil
va vardenafil).

Ha huyét ap thé dirg c6 thé xay ra khi sir dung két hop isosorbide dinitrate vdi thudc chen kénh
calci, thude chong tang huyet ap, cac phenothiazin va céc thude chong trdm cam ba vong.

Cac ché phim c6 chira nitrate khi ding v&i rugu c6 thé gdy ha huyét ap nghiém trong din dén
ngat.

TAC DUNG KHONG MONG MUON CUA THUOC

Tac dyng khong mong mudn duge liét ké duéi ddy dugc phén loai theo h¢ co quan va tan suat

mic phai. Tan sudt duge xac dinh nhu sau: rit hay gdp (21/10); hay gép (1/100, <1/10); it gip

(=1/1.000, <1/100); hiém glip (=1/10.000, <1/1.000); rat hiém gip (<1/10.000), chua rd (khéng
thé wde tinh tir dir ligu cé san).

Trong mdi nhom tﬁn‘ sudt, cac tic dung khéng mong mudn duge trinh bay theo thir tw mirc dé
nghiém trong giam din.

Rat hay gap:

» Pau dau (“dau dau do nitrat”) khi bﬁt dau diéu tri. Trong héu hét cac trudng hop triéu chimg nay
s& duoge cai thién/ hét sau vai ngay nep tuc diéu tri.
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+ Gidn mach da bao gbm ca bimg d6 da.

Hay gap:

« Ha huyét 4p v&/ hodc ha huyét ap tu thé dirng véi nhip tim nhanh phan xa va cac tri¢u chung cua
thiéu mau ndo (bao gdm choang vang, chong mat, suy nhuge) khi sir dung lin déu va khi tang
liéu.

« Phil ngoai vi & bénh nhén diéu trj suy that trai.

It gap:

* Budn ndn va non.

* Phan ung dj rng da.

» Huyét ap giam rd rét voi su gia tiing clia cac con dau thit ngyc 6 trigu chimg.

» Ngi lién quan dén nhjp tim chim va rbi loan nhip tim.

Rat hiém gap:

+ Viém da tréc vay/ hdi chirng Stevens-Johnson, phi mach

+ Giam thong khi phé nang dfin dén giam oxy mau va nguy co phat trién nhdi méau co tim & bénh
nhén bénh tim mach vanh.

+ Tang nhan ap géc dong.

* Dt quy tuyén yén ¢ nhirng bénh nhin cé u tuyén yén chura dugc chén doan.

Sy phat trién kha nang dung nap va ciing nhu kha nang dung nap chéo dbi voi cac nitrat khac da
duge mé ta. DE tranh lam suy yéu hodc thdm chi mét tic dung, nén tranh dung liéu cao lién tyc.

Viéc ting }1eu va/ hodc thay gél khoang cach gifra cac l4n dung thudc ¢6 thé lam giam hodic thim
chi lam mat tac dung cua thude.

QUA LIEU VA CACH XU TRi

Triéu chung: Thudng gép nhat khi dung qué liéu la tut huyét ap, dau dﬁu nhu bta bd, nhip tim
nhanh, do bumg mit. Khi liéu qua cao ¢6 thé xay ra methemoglobin huyét.

Cdch xtr tri: Diéu trj tut huyét ap cin dé nguoi bénh & tu thé nim ning cao 2 chén, c6 thé tiém

truyén dich, diéu trj chirng xanh tim do methemoglobin huyét bing céch tiém tinh mach chim
xanh methylen véi liéu 1 - 2 mg/kg thé trong. Rira da day ngay lap tirc néu diing thubc qua duong

ubng. _

PAC TINH DUQC LU'C HQC . Ne
Nhom duge ly: Thude gidn mach ding trong bénh tim. Ma ATC: CO1DAOS. ./.5
Co ché tdc dung chung ctia nhom nitrate: Vao trong co thé, cc nitrat duge chuyén hoa thanh géc 35

oxyde nitric (NO) nho glutathion-S-reductase va cystein; NO két hgp véi nhom thiol thanh
nitrosothiol (R-SNO), chét nay hoat hoa guanylate cyclase dé chuyén guanosin triphosphate
(GTP) thanh guanosin 3',5'-monophosphate vong (GMPc). GMPc lam cho myosin trong cac sgi
— co thanh mach khéng dugc hoat hoa, khéng cé kha ning két hop vai actin nén lam gidn mach.
Duge ly: Cac nitrate tac déng chi yéu trén hé tinh mach, véi liéu cao lam gidn ca h¢ dong mach
va cd mach vanh. Gidn h¢ tinh mach lam cho r dong mau & ngoai vi va trong céc phu tang, giam
lugng méau vé tim (giam tién ganh), hiu qua la giam ép luc trong cée bu6ng tim. Gian céc dong
mach din dén giam stc can ngoai vi (giam hdu ganh), két qua lam giam huyét ap nhét 1a huyét ap
tim thu, tuy khéng nhiéu nhung cé thé giy phan xa giao cam 1am mach hoi nhanh va ting sic co
bop co tim. Céc nitrate con co tac dung (e ché két tap tieu ciu.

Trong suy vanh, giam tién ganh, gidm hu ganh s& lam giam cong va mirc tiéu thy oxy cia co tim,
cung va ciu vé oxy clia co tim dl.rqc cdn bang s& nhanh chéng ciit con dau thit nguc. 'I'huoc ciing
lam gidn ddng mach vanh, 1am mét co thit mach, ding lau dai con ¢6 tac dung phén bé lai méu co
lgi cho cac ving dudi ndi tim mac va lam phét trién tudn hoan bang hé.

Trong suy tim, nitrate do lam giam lugng méu vé tim nén da cai thién duge tién ganh, lam giam
ap luc thit phai va ap luc tuin hoan ph-:n nhu viy gmm cac du - higu r mau, véi liéu thich hop,
thude lai lam giam hiu ganh, tao diéu kién cho tim téng mau tot hon, tang thé tich tim thu va

3/4



https://vnras.com/drug/

cung lugng tim.

Dung céc nitrate 1au dai, dé xdy ra hi¢n tugng "thodat thude" lam mét din tac dung cua thude.
Ngudi ta giai thich co thé do thiéu dyr trir - SH, do thiéu enzym glutathion - S - reductase céan thiét
dé chuyén hoa céc nitrat, do tang thé tich ndi mach, do hoat héa céc co ché lam co mach dap ing
voi higu ing gidn mach cua thudc... Vi vdy trong ngay nén thu xép co6 mét théi gian khoang it
nhét 8 gio khéng ding thude.

Pé diéu tri suy tim sung huyét, thuong phdi hop isosorbid dinitrate véi thude khac. Trong mot
nghién clru ¢ ngudi da den, I1eu phoi hop 20 mg isosorbid dinitrat va 37, 5 mg hydralazin
hydruclc-nd ngdy 3 lan da cho két qua tét. Neu bénh nhin dung nap tét, heu mdi ldn c6 thé gép
d6i; néu thay ¢ tai bién, nén ding liéu m3i lan bing m{t nira; sau d6 néu tai bién giam, co thé
néng 1én liéu binh thuomg.

PAC TiNH DUQC PONG HQC

Hdp thu: 1sosorbid dinitrat dang udng duge hip thu nhanh qua niém mac dudmg tiéu héa, tuy
nhién sinh kha dung rét dao dong gira céc cé thé (10 - 90%) do thudc bj chuyén héa nhiéu khi qua
gan lan ddu. Vi dang bao ché vién nén quy ude, sinh kha dung ciia isosorbid dinitrat la khoang
25%. Thude hép thu nhanh hon khi ngdm dudi lu@i hojc nhai, sinh kha dung ngém duéi ludi dat
khoang 40 - 50%.

Thoi gian tac dung ciia thude phy thude vao dang bao ché vi cich ding thude:

Tic dung chng dau thit ngwe:

~ Dang bio ché Khdi diu tic dung Thei gian tic dung
Dudi lu&i Trong vong 3 phat 2 gitr
Nhai Trong vong 3 phat 2-2,5 gity
Udng 1 gior Téi 8 gior
Vién giai phong chim 1 gitr Ty dang bao ché
Téc dung trén huyét dong:
Dang bao ché Khéi dau tic dung Thi gian tic dung
Dudi ludi Trong vong 15 - 30 phat 1,5-4giy \
Nhai Trong vong 5 phat 2-3gio :f
Ubng Trong vong 20 — 60 phit 4 -6 git 7
Vién giai phong chim Trong vong 2 gi¢r Tuy dang bao ché

Phdn bé: Isosorbid dinitrat phin b6 ring rdi vao cde mé va dich trong co thé, thé tich phan bé
biéu kién & nguoi l6n 1a 2 - 4 litkg. Ty 18 két hop vai protein huyét twong khoang 28%.

Chuyén héa: Thube duge chuyén hoa nhiéu khi qua gan lin diu. Hai chit chuyén héa chinh déu
¢d hoat tinh 1a isosorbide-2 mononitrate (2-ISMN) c6 thoi gian tac dyng ngin va isosorbide-5
mononitrate (5-ISMN) co6 thoi gian tic dung dai hon.

Thai trie: Thai trir chi yéu qua nude tiéu. Nira doi thai trir huyét twong cia ISDN la 50 + 20 phat,
cia 2-ISMN khoang 2 gio, ciia 5-ISMN khoang 5 gid.

QUY CACH PONG GOI: Hop 3 vi x 10 vién.

PIEU KIEN BAO QUAN: Bao quan & nhiét d§ dudi 30°C, tranh anh séng va 4m.

TIEU CHUAN CHAT LUQNG CUA THUOC: Tiéu chufin nha san xuét.

HAN DUNG: 36 thang ké tir ngdy san xudt.

TEN, PJA CHI CUA CO SO SAN XUAT THUOC:

ARENA GROUP S.A.

Dja chi: Bd. Dundrii nr.54, Oras Voluntari, Jud.Ilfov, cod 077190, Romania (Ru-ma-ni).



