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Calea de administrare; crald
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A sa citi prospectul inainte de utilizare.
Anu se |4sa la indemana gi vederaa copillor.
A se pastra la temperaturi sub 30° C, in ambalajul original.
A nu se utiliza dupé data de expirare inscrisa pe ambalaj.
Se elibereazd pe baza de prescriptie medicald P — 6L.
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NADECIN 10 MG

(Vién nén khong bao Isosorbid dinitrat 10 mg)

CANH BAO DAC BIET:

Thudc bdn theo don

Boc kj hudng din sit dung tride khi dimng.

Néu céin thém thong tin, xin héi ¥ kién bdc si.

Xin théng bdo cho bdc st biét cdc tdec dung ngogi ¥ xdy ra trong qud trinh sit dung.
P# thudc xa tdm tay tré em.

Khong ditng thudc di qud han sit dung.

5 & §.C. AREN
THANH PHAN: BB(;{;((Duﬂﬂm
Moi vién nén khdng bao Nadecin 10 mg ¢6 chita: (fov district,
Heogt chdr-Isosorbid-dinitrat 25% trong-lactose tuong dudng v8i isosorbid dinitrat ..............10 mg
Td dugc: Lactose monohydrat, tinh bt ngd, talc, povidon K 30, magnesi stearat,

DUQGC LUC HQC

Co ché tdc dung chung ciia nhom nitrat: Vio trong cd thé, cdc nitrat duge chuyén héa thanh goc
oxyd nitric (NO) nhd glutathion - S - reductase va cystein; NO két hgp v8i nhém thiol thanh
nitrosothiol (R - SNO), chit nay hoat héa guanylat cyclase d€ chuyén guanosin triphosphat
(GTP) thanh guanosin 3'-5" monophosphat vong (GMPc). GMPc lam cho myosin trong cdc sdi cd
thanh mach khéng duge hoat héa, khéng ¢6 kha niing k&€t hgp v6i actin nén lam gidn mach.
Dupe Iy: Céc nitrat tdc ddng chd y&u trén hé tinh mach, vdi liéu cao lam gidn cd hé ddng mach
vd ¢4 mach vanh. Gidn hé tinh mach 1dm cho 1f dong mdu & ngoai vi va trong cdc phd tang,
gidm lugng mdu vé tim (gidm tién ganh), hiu qua 13 gidm épg? t}:(")ng cdc bubng tim. Gidn cdc
déng mach din dén gidm sitc cdn ngoai vi (gidm hiu gdnh), k& qui 1am gidm huyét 4p nhat 13
huyét 4p tim thu, tuy khong nhiéu nhung ¢6 thé gay phdn xa giao cdm lim mach hdi nhanh va
ting siic co bép co tim. Céc nitrat cdn ¢é tic dung ttc ch& két tip tiéu cdu.

Trong suy vanh, gidm tién gdnh, gidm hdu gdnh s& 1am gidm céng vd mic tiéu thy oxy cia cd
tim, cung va cdu vé oxy cla cd tim dwgc can bing s& nhanh chéng cit con dau thit ngire. Thudc
ciing 1am giin dong mach vanh, Jam mit co thit mach, diing 1du dai con ¢6 tdc dung phin bé lai
méu ¢6 1di cho cdc viing dudi ndi tim mac v 1am phdt trién tuin hoan bang hé.

Trong suy tim, nitrat do 1dm gidm lugng mdu v€ tim nén di cdi thién duge tién ganh, 1am gidm
4p luc that phai va 4p Iifc tudn hodn phéi, nhur viy gidm cdc dau hiéu & mdu, vdi lidu thich hap,
thuéc lai 1dm gidm hiu gdnh, tao diéu kién cho tim téng mdu t6t hon, ting thé tich tdm thu va
cung lugng tim.

Dung cdc nitrat 1au dai, dé x4y ra hién tugng "thodt thudc" lam mit din tic dung ciia thudc.
Ngudi ta gidi thich ¢6 thé do thi€u du trit - SH, do thi€u enzym glutathion - S - reductase cin
thi€t d€ chuyén héa cdc nitrat, do ting thé tich ndi mach, do hoat héa cdc ¢d ch& 1am co mach
ddp Wng vdi hiéu 1tng giin mach clia thudc... Vi vdy trong ngiy nén thu x&p ¢6 mdt thdi gian
khodng it nhit & gith khong dliing thudc.,
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DUGC DONG HOC

Hap thu:

Isosorbid dinitrat (ISDN) dude ding dudi dang uéng, thudc hap thu nhanh hdn khi ngdm dudi
1B hode nhai.

Phén bd:

Thudc két hgp vdi protein huyé&t tiwong t8i 28 + 12%

Chuyén hda:

Thudc duge chuyén héa nhiéu khi qua gan 1dn ¢du. Hai chat chuyén héa chinh déu cé hoat tinh
13 isosorbid - 2 mononitrat (2 - ISMN) ¢6 thdi gian tdc dung ngdn va isosorbid - 5 mononitrat (5 -
ISMN) cé thgi gian tdc dung dai hon.

Thdi tri:

Thai trit chli y&u qua nudc tiu. Nira d¢i thai trit huyét twong clia ISDN 13 SO + 20 pht, cda 2 -
ISMN khoing 2 gid, clia S - ISMN khodng 5 gid.

Thai gian tdc dung ciia thudc phy thudc vaoe cdch ding thudc:

Udng: Bdt diu c6 tdc dung sau 15 - 45 phiit, tdc dung t&i da sau 45 - 120 phit, kéo dai 2 - 6 gid.
Dang vién gidi phéng chim ¢ thé kéo dai16i 24.gid.

CHI DINH

Phong va diéu tri con dau thit ngyc,

Piéu trj suy tim sung huyét (phéi hgp vdi cdc thude khdc).

LIEU LUGNG VA CACH DUNG

Dau thdt nguc:

30 — 120 mg mdi ngay, liéu chia theo yéu cdu cla titng ¢d nhin. Li€u diing nén duge ting ddn
dé€ gidm t8i da kha ning gdy dau ddu do nitrate.

Diéu tri suy tim sung huyét:

Liéu cho suy tim sung huyét ning 1a 40 — 160 mg mdi ngay, li€u chia theo yéu ciu ciia titng cd
nhin. Li€u lugng 8 vu t6t nhat khi duge xdc dinh bing cdch gidm sdt huyét dong lién tuc. Viée
stt dung vién isosorbide dinitrat trong suy tim sung huy&t ndng nén dugc coi nhu 1a mot liu phdp
k&t hop vai cdc bién phdp diéu tri théng thudng (vi du nhu diing glycoside tim, thudc 1gi ti€u).
Liéu t6i da hang ngdy khoéng nén vudt qud 240 mg.

Ngudi cao tudi: /

Khéng cé chi din dic biét, tuy nhién ¢in thin trong, nhit 14 vai ngu’d‘\p cﬁyﬂ vdi thubc gay
ha huyé&t dp. \

Tre em:
D6 an toan va hiéu qua cla thuSc d6i vdi tré em chua duge x4c dinh,
CHONG CHI PINH

Huyét 4p thap, truy tim mach.

Thi€u méau nang.

Tang dp Iuc ndi so, glaucodm.

Nhdi mau cd tim that phéi.

Hep van déng mach chii, bénh cd tim tdc nghén.
Viém mang ngoai tim co thit,

Di itng v&i cdc nitrat hitu cd.
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CANH BAO VA THAN TRONG:

Khi diing thudc, phai ting liéu tir tiY &€ trdnh nguy cd ha huyét 4p thé ditng va dau ddu & mot s§
ngudi bénh; nén ngdi hodc nim sau khi diing thude.

Khi ding liéu cao, khong nén gidm thudc dot ngbt.

Vi chua c6 dil thdng tin vé dnh hitdng cda thudc @81 véi phu nit ¢6 thai va thudc cé qua dude sita
me khong, khéng nén diing thuSc cho phu nit dang cho con bii.

ANH HUGNG PEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Do tdc dyng phy cla thudc gdy ha huyét 4p wr th€ didng véi cdc tridéu chitng nhu chéng mit,
bénh nhan nén cin thin khi 141 xe hay van hinh mdy méc néu ho bi nhifng triéu chitng nay.
TUGNG TAC THUOC:

Cdc ch€ phim ¢6 chifa nitrat khi ding véi rifgu s& 1am ting tdc dung gidn mach va giy ha huyét
dp tu th€ ditng nghiém trong.

Khi ding thudc ciing v4i disopyramid phosphat tdc dung chéng ti€t nudc bot cia disopyramid
can trd su hoa tan cia vién ngdm isosorbid dinitrat.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU:

Thoti ky mang thai:

Chuwa ¢6 bdo cdo ndo vé anh hudng ciia thudc vdi phu nif mang thai.

Thaoi kv cho con bu:

Chua bi€t thudc ¢6 thdi trlr qua sita hay khdng. Khéng nén dung isosorbid dinitrat cho ngudi
dang cho con bd.

TAC DUNG KHONG MONG MUON (ADR):

Nhitng ngay diu di€u tri thudng ¢é nhitc diu (25% ngudi didng), do tdc dung giin mach cda
thudc. Trigu chitng nay hét sau mot tudn.

Thuong gdp, ADR < 1/100

Tim mach: Giin mach ngoai vi 1am da birng d6 nh4t 1a & ngue va mit, gidn cdc mach trong mat
dé gy ting ti€t dich va lam ting nhdn 4p, giin cdc mach trong nio ¢ thé giy ting 4p lyc ndi
so va lam dau dau.

Ha huy&t 4p th€ ding, chodng vdng, chéng mit hay xdy ra khi diing thudc cho nhitng ngudi
bénh ¢é huy&t dp thap, ngudi gia.

It gdp, 171000 < ADR < 1/100

Ngoai da: C6 thé ¢6 ndi ban, viém da tréc vay, rdi loan tiéu héa.

Hiém gdp, ADR <1/1000

M4u:Véi liéu cao hon lidu diéu tri, ¢6 thé c6 methemoglobin maudo thhoc Oxy héa Fe* cila
huy&t cau t8 thanh Fe** 1am cho huy€ét sdc td khong van chuyén dude oxyg,e /

Tiéu hoa.‘Buon ndn.

QUA LIEU:

Triéu ching: Thudng gip nhit khi ding qud liéu 1a ha huy&t 4p, dau ddu nhv bia b8, nhip tim
nhanh, d6 birng mat. Khi liéu qud cao cé thé xdy ra methemoglobin huyét.

Cdch xit tri: Diéu tri ha huyét 4p cdn dé ngudi bénh & tur thé nim ndng cao 2 chin, ¢ thé tiém
truyén dich, diéu tri chitng xanh tim do methemoglobin huy&t biing cdch tiém tinh mach chim
xanh methylen vdi lidu 1 - 2 mg/kg thé trong. Rita da day ngay lip tic néu ding thudc qua
duding udng.
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BAO QUAN:

Béo quin dudi 30°C, trong bao bi ban dau.
DANG BAO CHE VA QUI CACH PONG GOI:
Hop 3 vi x 10 vién nén khong bao

TIEU CHUAN CHAT LUGNG:

Nha sdn xuat

HAN SU DUNG:

36 thang k& tif ngay sin xudt

Sdn xudt béi:

S.C. ARENA GROUP S.A.

Tru s3: 31 Stefan Mihiileanu Street, Sector 2, Buchar Romgnia
Nha mdy: Bd. Dundrii nr. 54,Voluntari, Ilfov dlstrlct\&gill//liomania

Co 58 s& hitu gidy chitng nhén sdn phdm dugc pham:

S.C. ARENA GROUP S.A,

Tru sd: 31 Stefan Mihiileanu Street, Sector 2, Bucharest, Romania
Nha mdy: Bd. Dundrii nr. 54,Voluntari, Ilfov district, 077910- Romania
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PHO CUC TRUONG
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