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theo don thubc 

ERORALDIN 5 
BPoc kj hiwedng dén sie dung triede khi dimg 

Dé xa tim tay tré em 

EOC g 
VIET NAM_/ 

1. THANH PHAN CONG THU'C THUOC 
M3i vién nén chua: 
Thanh phén dicoc chdt: Nicorandil 5mg 
Thanh ghtfn td duoe: Cellulose vi tinh thé 101, natri croscarmellose, PVP K30, magnesi stearat. 

2. DANG BAO CHE 
Vién nén. 
M@ ta: Vién nén tron, mau tréng, mot mét nhin, mot mat ¢6 ranh phén lidu, canh va thanh vién lanh 

lan. 

3. CHi PINH 
Didu trj dau thit nguc. 
4. CACH DUNG, LIEU DUNG 
Liéu lwong: 

Lidu nicorandil thong thudng danh cho ngudi 16n 1a 15 mg mi ngay, ubng chia lam 3 lan. 

Lidu c6 thé tang holic gidm tity theo trigu chimg ciia bénh nhan. 

Ngueoi cao tui 

Khoéng c6 yéu cdu liu dic biét cho bénh nhan cao tudi, nhung gidng nhw voi tit ca céc loai 

thubc, nén sir dung lidu thip nhét c6 higu qua. 
Bénh nhan suy gan va / hodc suy thin 

Khong c6 yéu cu lidu dic biét cho bénh nhan suy gan va/hodc suy than. 

Héi tugng tré em 
Khong khuyén cdo ding cho tré em vi an toan va hiéu qua chua dugc thiét 1ap cho nhém bénh 

nhan nay. 

Cdch dimg: 

ERORALDIN 5 cén dugc uéng cung voi mét lugng nude vira di. 

Thude ding theo dudng uéng va khong phu thude vao thire an. C6 thé bé vien thube theo vach 

chia vién dé sir dung theo lidu lugng phi hop. 

5. CHONG CHI BPINH 
Neudi min cam véi nicorandil, nicotinamid, acid nicotinic hogc bit ky ta dugc nao cia thube. 
Bénh nhén bi séc (bao gdm sbc tim), ha huyét 4p ning hoac réi loan chirc nang tim that tréi voi 

4p sudt giai doan db méau vé thdp hodic mét ba tim. 

Sir dung céc chét rc ché phosphodiesterase 5, vi ¢6 thé din dén giam huyét ap nghiem trong. 

Sir dung chét kich thich cyclase hoa tan guanylat (nhu riociguat) vi c6 thé dan dén tut huyét ap 

nghiém trong. 

Ha kali mau. 

Phu phéi cép.
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6. CANH BAO VA THAN TRONG KHI DUNG THUOC 
Loét 
Loét dudng tiéu héa, loét da va niém mac da duge béo cao khi sir dung nicorandil. 

- Loét duong tiéu hoa 

Loét do nicorandil ¢6 thé xay ra & cac vi tri khéc nhau trén ciing mdt bénh nhan. Céc trigu chimg 

thuong dai déng, kho chita va hiu hét chi dap ung khi ngimg diéu tri nicorandil. Néu vét loét 

phat trién, nén ngung sir dung nicorandil. Céc chuyén gia y té cdn nhan thic duge thm quan 

trong cta viée chén doan kip thoi cdc vét loét do nicorandil gy ra va nging diéu trj nicorandil 

trong truong hop xay ra loét. Dya trén thong tin c6 sin, thoi gian tir khi bt diu sir dung 

nicorandil dén khi bét ddu loét c6 thé tir mot khoang thoi gian ngan dén vai nim sau khi biit dau 

str dung nicorandil. 

Xut huyét tiéu hoa thir phat sau loét dudng tiéu héa da duogc bio cao khi st dung nicorandil. 

Bénh nhén dung ddng thoi acid acetylsalicylic hodc NSAID (thubc chdng viém khong steroid) c6 

nguy co cao bi bién chimg ning nhu xudit huyét tiéu héa. Do d6, nén thn trong khi sit dung dong 

thoi acid acetylsalicylic hodc NSAID va nicorandil. 

Néu tién trién nang, loét c6 thé phat trién thanh thing, 18 1o hodc hinh thanh 4p xe. Bénh nhan 

viém rudt thira c6 thé co nguy co ddc biét hinh thanh 18 rd hodc thing rudt khi didu tri bfmg 

nicorandil. 
Hién tuong thing dudng tidu hoa khi st dung ddng thai nicorandil va corticosteroid da dugc béo 

céo. Do d6, nén than trong khi st dung két hop nay. 

Loét méit 

R4t hiém trudng hop viém két mac, loét két mac va loét gidc mac di duge bio céo khi ding 

nicorandil. Bénh nhan nén dugc théng béo vé cac ddu hiéu va tridu chimg va theo ddi chiit chg 

khi xuét hién hién tugng loét gidc mac. Néu vét loét phat trién, nén ngung st dung nicorandil. 

Ha huyét dp 

Cn than trong khi st dung nicorandil két hop véi céc san phém thude khac c6 tac dung ha huyét 

ap. 

Suy tim 

Do thiéu dir liéu nén cin than trong khi sir dung nicorandil & bénh nhan suy tim loai III hogc IV 

(theo phan loai cua hiép hoi tim mach New York). 

Tang kali mdu 

Tang kali mau ning da dugc bao cdo rét hiém xay ra. Nén than trong khi két hop nicorandil véi 

céc thude khac c6 thé gy ting ndng do kali, dic biét & nhiing bénh nhén suy thén tir trung binh 

dén niing. 

Tré em 

Nicorandil khong duge khuyén céo sir dung trén dbi tugng tré em vi an toan va hiéu qua cia 

thude chua duge thiét 1ap trén nhom bénh nhan nay. 

Thiéu G6PD 
Nén st dung thdn trong nicorandil & nhiing bgnh nhén bi thiéu hut glucose-6-phosphate 

dehydrogenase. Nicorandil hoat ddng mot phén thong qua hop chét nitrat hitu co ciia no. Sw 
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chuyén hoa ciia nitrat hitu co ¢6 thé din dén sy hinh thanh nitrit va c6 thé gy réi loan mau 

(methemoglobin huyét) & bénh nhan thiéu hyt glucose-6-phosphate dehydrogenase. 

Cénh bdo: 

Bénh nhén bj réi loan di truyén hiém gap nhu khong dung nap galactose, thiéu hut lactase hoan 

toan hogc kém hép thu glucose- galactose khong nén ding thude niy. 
7.SU' DUNG THUOC CHO PHU NU'CO THAI VA CHO CON BU 

Phu nit ¢6 thai 

Do céc dif lidu vé& viée sir dung nicorandil & phu nif c6 thai con han ché. Cac nghién ctu trén 

dong vit cho thdy khong ¢6 tic dung phu cia nicorandil trén bao thai. D& phong ngtra, nén tranh 

str dung nicorandil trong thoi ky mang thai. 

Phuy nit cho con bit 

Céc nghién citu trén dong vét cho thdy nicorandil dugc bai tiét mét lugng nhé vao stra me. Chua 

biét thube ¢6 qua sira me hay khong, do d6 khong nén dung nicorandil trong thoi gian cho con 

bu. 

Khi ning sinh sin 

Dit liéu con han ché, khéng dii dé udc tinh rai ro trén kha ning sinh san ddi voi con ngudi. 

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC 
Ciing nhur céc thude gidn mach khac, téc dung ha huyét ap nhu chong mit va cam giac yéu do 

nicorandil gy ra c6 thé lam giam kha ning lai xe hozc str dung may méc. Tac dung niy c6 thé 
ting lén clng vai rugu hodc cac thude khac c6 tic dung ha huyét ap (vi du thude gidn mach, 

thuéc chdng trdm cam ba vong). Do d6, bénh nhan nén duge khuyén cdo khong nén lai xe hodic 

sir dung méy néu nhiing tri¢u chimg nay xéy ra. 

9. TUONG TAC, TUONG KY CUA THUOC 
Twong tic 

Chéng chi dinh st dung ddng thoi nicorandil v6i cac chdt uc ché phosphodiesterase tuyp 3 

(sildenafil, tadalfil, vardenafil) vi ting nguy co ha huyét ap. 

Chéng chi dinh sit dung ddng thoi nicorandil véi thude kich thich cyclase guanylat (tiosoguato) 

vi ting nguy co ha huyét ap. 

Lidu diéu trj ctia nicorandil c6 thé gay giam huyét ap trén bénh nhan ha huyét ap. 

Khi sir dung ddng thoi nicorandil vdi cic thude chdng tang huyét ap hodc cac thude khéc c6 tac 

dung ha huyét 4p (vi du nhu thubc gian mach, thudc chéng trdm cam ba vong, rugu) thi c6 thé 

ting tac dung ha huyét ap. 

Nén than trong khi st dung dapoxetine ¢ nhitng bénh nhan dung nicorandil do kha ning ha huyét 

ap tu thé dimg. 

Hién tugng thing dudmg tidu héa khi sir dung ddng thosi nicorandil va corticosteroid da duoe bao 

40, do d6 cin than trong khi két hop. 

& nhitng bénh nhan sir dyng déng thoi NSAID bao gdm acid acetylsalicylic dé phong ngira tim 

mach va chéng viém, c6 nguy co cao bi bién ching ning nhu loét dudng tiéu héa, thing va xufit 

huyét. 

Cin than trong khi sir dung két hop nicorandil va céc thude khic c6 gy ting ndng dd kali, 
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Chuyén héa cta nicorandil khong bj anh huong déng ké boi cimetidin (chdt tre ché CYP) hay 
rifampicin (chdt gdy cam tng CYP3A4). Nicorandil khong anh hutng dén duge luc hoc ciia 

acenocoumarol. 

Twong ky 

Do khong c6 céc nghién ciru vé tinh tuong ky ciia thude, khong tron 1an thuéc nay véi cac thube 

khéc. 

10. TAC DUNG KHONG MONG MUON CUA THUOC 
Phén loai theo tin sudt xay ra ADR 
Rét thuong gap ADR > 1/10 
Thusng gip 1/100 < ADR < 1/10 
it gap 171000 < ADR < 1/100 
Hiém gap 1/1000 < ADR < 1/10000 
Rat hiém giip ADR < 1/10000 
Khong r&: khong thé ude tinh duge tir cae di lidu sén c6. 

Céc téc dyng khong mong muén duge mé ta dudi diy chit yéu lién quan dén liéu va c6 thé khic 

nhau giira cic bénh nhén. 

Rat thwong | Thuwdng It gip Hiém gip Rathiem | Khong 

gip gip gip L] 
Roi  loan Tang  kali 

trao  ddi méu 
chdt va 

dinh dudng 

Réi loan hé | Dau dau Choéng mat 

thén kinh 
Roi loan Loét  giac | Nhin doi 

miit mac,  loét 

Kkét mac, 

viem  két 
mac 

Roi logn Nhip  tim 

tim ting 

Réi logn Gian mach | Ha huyét 

mach mdu da ap 

Roi  loan Non, budn Loét dudng Xuat 

tiéu héa noén tiéu héa (viem huyét 
miéng, rép, tiéu hoa 

loét miéng, 

loét ludi, loét 
rudt non, loét 

rudt Ion, loét 

hau mén) 

Roi logn R61 loan 

gan mdgt gan nhu 
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Rat thuong Thuwong Itgip Hiém gip RAt hiém Khong 

gip gdp __gip rd 
viém gan, r 

mat  hodc 

vang da 

Roi loan da Phat ban, ngira | Pht  mach, 

va mo dudi loét da va 

da niém  mac 
(chii yéu la 

loét quanh 

hau  mén, 

loét  sinh 
duc va loét 

ving ben) 

Roi logn co Pau co 

xuong  va 

mé lién két 
Réi  loan Cam  gidc 

chung va vi yéu 

tri str dyng 

Théng bdo ngay cho bic sy hodic dwyc sj nhivng phén ieng c6 hgi gdp phai khi sie dung thuoc 

Huwéng din cach xir tri ADR 
Phai ngtmg diéu trj néu thdy xuét hién ap xe hoic loét hau mén dai ding. 

Pau ddu thuong giip khi bt dau diéu tri, c6 thé dung lidu tang din dé giam bt dau diu. 

Gidm huyét ap, nhip tim nhanh c6 thé xay ra khi ding liéu rat cao, cén giam bt liéu. 

11. QUA LIEU VA CACH XU TRI 
Tri¢u chieng 

Trong truding hop qué lidu cAp tinh, ¢6 thé xudt hién trigu ching, bao gdm: gian mach ngoai bién 

v6i giam huyét 4p va nhip tim nhanh phan xa. 

Didu tri: Bénh nhan cin dugc didu tri tridu chimg. Cac bién phap khac ¢6 thé dugc can nhic tiy 

theo tinh trang lam sang cua bénh nhan. 

Khuyén céo nén theo d6i chic ning tim va ap dung cc bién phap hd trg chung. Néu khong hiéu 

qua, nén ting thé tich tudn hoan bing chét long thay thé. Trong céc tinh hudng de doa tinh mang, 

phai xem xét viée sir dung thudc tang huyét ap. 

12. DAC TINH DUQC LUC HQOC 
Nhém duoe Iy: Thude giin mach, chéng dau thit ngyc. 

Ma ATC: C01DX16 

Co ché hoat dong: 

Nicorandil 1a mdt ester clia nicotinamid, 1& mét tac nhan gian mach véi co ché hoat dong kép, 

dAn dén lam giam truong Iyc co tron mach méu & ca tinh mach va déng mach. 

Nicorandil cé tac dung hoat héa kénh kali. Sy hoat héa kénh kali nay din dén trang thi siéu 

phén cuc & mang té bao mach mau véi tic dung gin co tron dong mach, do d6 din dén gian 
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dong mach va giam hau ganh. Ngoai ra, hoat hoa kénh kali dan dén tac dung bao vé tim mach 

trong diéu tri thiéu mau cuc bo. 
Do nhém nitrat, nicorandil ciing 1am gidn co tron mach mau, dic biét la gidn tinh mach thong 

qua kich thich guanosin monophosphat ndi bio (cGMP), viéc kich thich cGMP din dén ting 

dung lwong mach va giam tién ganh. Vi thé, thubc 1am giam ca tién ganh, hiu ganh va cai thién 

luu lugng méu tudi cho dong mach vanh. 

Tdc dung dirge luc hoc: 

Nicorandil duge chimg minh I3 ¢6 téc dung tryc tiép 1én cac dong mach vanh, ca trang thai binh 

thudng va hep ma khong dén dén hién tuong an cip méu (a steal phenomenon). 

Hon nita, viéc giam ap lyc cudi tim truong va stic cang ctia thanh mach 1am gidm stic can ngoai 

mach, din dén céi thién can bing cung ciu oxy cho co tim va cai thién luu lugng mau trong céc 

khu vuc hep cia co tim. 

Hon nita, nicorandil ¢4 tac dung diéu trj co thét trong ca nghién ctru in vitro va in vivo va didu tri 

co thit mach vanh do methacholin hodic noradrenalin gy ra. Nicorandil khong énh huéng tryc 

tiép dén su co bop ciia co tim. 

13. PAC TINH DUQC PONG HQC 
Dugc dong hoc ciia Nicorandil tuyén tinh véi liu tir 5 mg dén 40 mg, 

Hdp thu: Sau khi uéng, nicorandil dugc hp thu nhanh va hoan toan qua dudng tiéu héa ma 

khéng phu thude vao thirc &n, sinh kha dung tuyét dbi khoang 75%, chuyén hoa buée 1 qua gan 

khéng déng ké. Néng do dinh trong huyét tuong dat duge sau khi uéng 30 - 60 phat. Néng do 

trong huyét tuong cho thdy ty I¢ tuyén tinh véi liéu. 
Phén bé: Thubc phan b dn dinh khip co thé, khong phan biét lidu lugng trong pham vi diéu tri. 

Thé tich phan b8 nicorandil sau khi tiém finh mach (IV) la 1,04 L/ kg trong luong co 

thé. Nicorandil lién két voi protein huyét tuong ctia ngudi thip (khoang 25%). 

Chuyén héa: 

Nicorandil duge chuyén héa chil yéu & gan bing céch khir thanh mot loat cac chit khong co tac 

dong trén tim mach. Trong huyét twong, nicorandil du6i dang khong dbi chiém 45,5% va chét 
chuyén héa alcohol, N- (20hydroxyethyl) - nicotinamid chiém 40,5%. Céc chit chuyén héa khac 

chiém 20% con lai. 

Nicorandil chil yéu duge loai bé trong nude tiéu dudi dang cac chit chuyén héa do dang khong 

chuyén hoa tén tai trong nuée tiéu vai ty 18 it hon 1% lidu ding (0 - 48 gid). N- (2-hydroxyethyl) 
-nicotinamid la chét chuyén hoa nhiéu nhét (khoang 8,9% liéu ding trong vong 48 giv), sau do la 

acid nicotinuric (5,7%), nicotinamid (1,34%), N-methyl-nicotinamid (0,61%) va acid nicotinic 

(0,40%). Céc cht chuyén hoa ndy dai dién cho con duong chuyén héa chinh ctia nicorandil. 

Thai trie: 

Thi trir trong huyét tuong xay ra theo hai giai doan: 

+ Giai doan thii trir nhanh v6i thoi gian ban hity khoang 1 gidy, chiém 96% ndng d trong huyét 

tuong; 

+ Giai doan thii trir chim xdy ra khodng 12 gior sau khi sir dung lidu 20 mg. 
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Nicorandil va céc chét chuyén héa chit yéu dugc bai tiét qua duong tiét nigu, bai tiét qua phan rt 

thép. 

Pdi heong ddc bigt 
Chua ¢ biing chiing chimg minh c6 su thay dbi dang ké vé dugc dong hoc ciia nicorandil trén 

cde déi tugng dic bigt co nguy co nhu ngudi cao tudi, bénh nhan mic bénh gan va bénh nhan 

suy than man tinh. 

Twong tdc dwge dpng hoc 

Chuyén héa cta nicorandil khong bi thay d8i dang ké bi cimetidin hogc rifampicin (twong tng 

la chit tic ché va chit gdy cam Gng men oxy héa da chiic ndng clia microsom gan (liver 

microsomal mixed-function oxidases). 

14. CAC DAU HIEU LUU ¥ VA KHUYEN CAO KHI DUNG THUOC 
Khong ding thude khi qua han sir dyng in trén bao bi. 

15. QUY CACH PONG GO1 
Hoép 3, 6, 10 vi nhdm/nhém — Vi bAm x 10 vién nén. 

16. PIEU KIEN BAO QUAN 
Trong bao bi kin, noi khd réo, tranh anh sng, ¢ nhiét d¢ khong qua 30°C. 

17. HAN DUNG 
36 thang ké tir ngdy san xuit. 

18.TIEU CHUAN CHAT LUQNG: BP 
19. TEN, DIA CHI CUA CO SO SAN XUAT THUOC 

CONG TY TNHH MTV DUQC PHAM 150 COPHAVINA 
Pia chi: 112 Trin Hung Dao, Phuong Pham Ngii Lo, Qudn 1, Thanh phd Hd Chi Minh, Viét 

Nam 


