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“Thudc nay chi dung theo don thube™ \CAHA TRY /s

“Pé xa tam tay tré em”
“Doc k¥ hudng dan sir dung trude khi dung”
3. Thanh phin céng thirc thuée: Mai vién nén chira:

Thanh phan dwoc chat: Nicorandil 20mg
Thanh phdn ta dwoc: Mannitol, sepifilm LP 914, pregelatinized maize starch, glyceryl
dibehenat

4. Dang bao ché: Vién nén.

MG ta dang bao ché: Vién nén hinh try, mau trang dén tring nga, thanh va canh vién lanh
lan.

5. Chi dinh:

Pidu tri triéu chimg con dau that nguc 6n dinh ¢ nguoi 1om, nhitng nguoi khong kiém soat
duoc hodc co chdng chi dinh hodc khong dung nap céc liéu phap dau tién (nhu thude chen
beta va/hodc chat doi khang calci).

6. Cach dung, liéu dung

6.1. Cach diang:

Thudc ding dudng ubng, phai uéng vao budi sang va budi toi voi mét ly nude, trude hodc
sau an.

6.2. Liéu ding:

Liéu thong thiong: 10-20mg, 2 1an/ngay.

Khoi dau thong thuong: 10 mg, 2 1an/ngay vao budi sang va toi. Nén ting lidu theo nhu
cau, ddp mg va dung nap cua bénh nhan, co thé ting dén 40mg, 2 lan/ngay néu can.

Liéu khoi dau thap hon 5 mg x 2 lan/ ngay c6 thé dugc sir dung & nhimng bénh nhan dac
biét d& bi nhirc dau.

Nguoi cao tudi: Khong co véu cau vé liéu dic biét cho bénh nhan cao tudi, nhung ciing
gidng nhur tat ca cac loai thude, nén dung liéu thip nhat c6 hiéu qua.

Bénh nhan bi suy gan va / hoac suy than: Khong c6 yéu cau vé lidu dic biét dbi vdi bénh
nhan bi suy gan va / hoac suy thén.

Tré em: Khong duoc khuyén cdo ¢ tré em vi tinh an toan va hiéu qua cua thudc chua dwoc
chung minh ¢ nhém bénh nhan nay.

7. Chéng chi dinh:

Min cam véi nicorandil hodc bat ky thanh phan nao cua thude.

Séc (bao gom sbe tim), ha huyét ap nang hodc rdi loan chirc ning tdm that trai véi dp suat
nap thap hodc ngimg tim.

Sir dung chat trc ché 5-phosphodicsterase, vi diéu nay c6 thé lam giam huyét ap nghiém
trong.
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St dung chét kich thich guanylate cyclase (nhu riociguat) vi né ¢6 thé dM ﬂu;%ux giam

huyét ap nghiém trong. /. “-/ SONG TV A\
Giam thé tich mau. ﬁ 21 e ,{'q' \!‘3
Phui phéi cap tinh. Iur uae “H"' ,fha
8. Canh béo va than trong khi diing thudc: ”*- TAY /S
Cac vét loét duong tiéu hoa, da va niém mac da duoc bao cao vo*r h@h nﬁﬁ/dung
nicorandil.

- Loét duong tiéu héa:

Bénh loét do nicorandil gy ra co thé xay ra tai cac vi tri khac nhau trong cing mot bénh
nhan. Néu bénh loét xuat hién, can ngimg sir dung nicorandil. Cac can bd v & can phai
nhan thire duge tam quan trong cua viéc chan doan kip thoi cac ching loét do nicorandil
gdy ra va diéu tri kip thoi trong truong hop xuat hién cac vét loét. Dua trén nhiing thong tin
san co, thoi gian tir khi sir dung nicorandil va su xuat hién cua bénh loét c6 thé tir mot thoi
gian ngan dén vai nam sau khi bat dau diéu tri bang nicorandil.

Xudt huyét tiéu hoa thir phat do loét da day-ruét da dugc bao céo voi nicorandil. Bénh nhén
dung acetylsalicylic acid hoac NSAID (thude chong viém khong steroid) dong thoi ¢6 nguy
co gia ting cac bién chimg nghiém trong nhu xuét huyét tiéu hoa. Do d6 can than trong khi
st dung dong thoi acetylsalicylic acid hoic NSAID va nicorandil.

Loét ¢ thé phét trién thanh thung, 15 rd hodc su hinh thanh dp-xe. Bénh nhan ¢6 bénh
mach mau ¢6 thé ¢é nguy co dic biét vé sy hinh thanh 15 ro hodc thung rudt trong qua trinh
diéu tri v6i nicorandil.

Thing da day-rudt trong khi sir dung dong thoi nicorandil va corticosteroid di duoc béo
céo. Do d6, can than trong khi str dung dong thoi.

- Loét mat;

Viém két mac rat hiém, loét két mac va loét giac mac da dugce bao cao khi dung nicorandil.
Bénh nhan nén dugc thong bao vé cac dau hiéu, triéu chung va theo doi chat ché viéc loét
giac mac. Néu bénh loét vé mat xuat hién, can ngung st dung nicorandil.

- Ha huyét ap:

Can than trong khi sir dung nicorandil két hop vdi cac thude khac ¢6 tac dung ha huyét ap.

- Suy tim: Do thiéu dir licu nghién ctru nén thén trong khi sir dung nicorandil ¢ bénh nhan
suy tim NHYA III hoac IV.

- Tang kali mau:

Tang kali mau nang da dugc bao cao rat hiém khi su dung nicorandil. Nicorandil nén dugc
st dung can than két hop véi cac thude khac ¢6 thé lam ting kali huyét.

- Tré em: Khéng duoc khuyén cdo ¢ tré em vi tinh an toan va hiéu qua cua thudc khong
duoc xac dinh trong nhém bénh nhén nay.

- Thiéu G6PD: Nicorandil nén duoc st dung can than & nhitng bénh nhén thiéu glucose-6-
phosphat dehydrogenase. Nicorandil hoat dong mét phan théng qua su trao dbi chat nitrat
hitu co c6 thé dan dén sy hinh thanh nitrit ¢6 thé gay ra methemoglobin huyét & nhimg
bénh nhan thiéu glucose-6-phosphat dehydrogenase.
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9. Sit dung thubc cho phy nir ¢6 thai va cho con ba /"']:EEE‘E;“;%
Thoi ky mang thai: Mic du cac nghién ciru trén dong vat cho thay Qéac Tmh smh\san

tiép hodc gian tiép cua nicorandil, song do dir liéu trén phu nir ¢6 thdi@bn han chp nén !.‘Thl
sir dung nicorandil trén phu nir mang thai sau khi da can nhic k¥ vé lqmch vy Ok /
Thoi ky cho con bui: Cac nghién ciru trén ddng vat cho thay nicorandil d}i@c ba /tﬁé}, a0
stra voi luong nhé. Chura biét thude c¢6 qua sita me hay khéng, do do mcorandrrkhgipﬁduoc
khuyén cdo trong thoi gian cho con bu.

10. Anh huéng ciia thudce 18n kha niing i xe, vin hanh may méc:

Nhu céc thude gidn mach khac, tac dung ha huyét ap cua nicorandil ¢6 thé dan dén hoa mat
chong mit, mét moi. Do d6, bénh nhan nén duoc khuyén cdo khong lai xe hodc van hanh
may moc khi xuat hién céc triéu chimg nay.

11. Twong tac, twong ky ciia thudc

- Str dung dong thoi nicorandil vdi thudc trc ché 5-phosphodiesterase (nhu sildenafil,
tadalfil, vardenafil) 1a chong chi dinh vi ¢6 thé dan dén tut huyét 4p nghiém trong (tac dung
higp dong).

- Sir dung dong thoi nicorandil voi thude kich thich guanylate cyclase (nhu riociguat) la
chéng chi dinh vi c¢6 thé dan dén tut huyét ap nghiém trong. Liéu diéu tri ctia nicorandil co
thé lam giam huyét 4p & bénh nhan huyét ap thap.

- Néu nicorandil sir dung cung véi thude didu tri ting huyét p hodc cac chat c6 tac dung
lam ha huyét 4p (nhw thudc gidn mach, thudc chéng tram cam 3 vong, ruou), tac dung ha
huyét ap co thé tang 1én.

- Thén trong khi sir dung dong thoi nicorandil véi dapoxetin do c¢é thé lam ha huyét ap tu
thé ding,

- Thung dudng tiéu hoéa khi sir dung dong thoi nicorandil va corticosteroid di duoc bao
cdo. Than trong khi sir dung dong thoi.

- Bénh nhan str dung dong thoi nicorandil voi NSAID, ké ca aspirin dung & liéu cho tac
dung phong ngira bénh tim mach va chong viém, sé& ting nguy co bién chimg ning nhu
loét, thung va xuat huyét duong tiéu hoa.

- Than trong khi dung nicorandil véi cac thude lam ting kali huyét.

- Chuyén hoa cua nicorandil bi anh huong khong ¢6 v nghia boi cimetidin (thude tre ché
CYP), rifampicin (cam tng CYP3A4). Nicorandil khéng anh huong dén dwoc dong hoc
cua acenocoumarol.

12.Tac dung khéng mong mudn ciia thudc:

Pau dau (thuong thoang qua va gip lic méi diéu tri), gidn mach dudi da va do mit, non,
budn ndn, chéng mit, mét moi.

Bang liét ké céc tac dung khong mong mubn dwoc xép theo hé co quan va tan suat gip:

Rt phd bién (> 1/ 10); Phé bién ( > 1 / 100, <1/10); Khéng pho bién ( = 1 / 1.000,
<1/100): Hiém (> 1/10.000, < 1/ 1.000); Rat hiém (< 1/ 10.000); Khéng xac dinh (khéng
thé wdc lugng duoc tir dir liéu 6 sin).

H¢ co quan Tén suit gip Tac dung khéng mong mudn

Roi loan chuyén hoa va | Rat hiém Téang kali mau
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dinh dudng 00381 53
R&i loan hé than kinh R4t pho bién Dau dau o nine o e\
Pho bi¢n Chéng mat =] coeuin )2\
Réi loan mat Rat hiém Loét gide mac, loét két mac/vighi' kgt |
mac A TRY (o)
Khong xac dinh | Nhin doi NG - 182
R&i loan nhip tim Pho bién Téang nhip tim
R6i loan mach mau Pho bién (Gian mach dudi da va do mat
Khéong phd bién | Ha huyét ap
Ro6i loan tiéu hoa Pho bién Buon noén, non
Hiém Loét duong tiéu hda (viém miéng, loét
ap to miéng, loét miéng, loét ludi, loét
duong rudt va loét hau mon)
Khéng xdc dinh | Xuat huyét tidu hoa
R6i loan mat gan va mét Rat hiém R&i loan gan nhu viém gan, r mat hoac
vang da
Roi loan mo da va mo Hiém Phat ban, ngira
dudi da Rat hiém Bénh phu né, loét da va niém mac (chu
véu 1a loét quanh hau mén, 1oét sinh duc
va loét thanh bung)
R&i loan co xuong va Hiém Dau co
md lién két
Toan than Pho bién Mét moi

Ngoai ra, cac phan {ng phu sau day di dwoc bao cdo voi cac tan suat khac nhau trong
nghién ciru cia lona (Nghién ciru nicorandil & Angina), noi nicorandil di duoc st dung
trén phuong phap diéu tri chuan 6 nhimg bénh nhén bi dau thit nguc 6n dinh va c6 nguy co
cao vé cdc bién ¢d tim mach.

Hé co quan TAn suét gip T4c dung khéng mong muén
Roi loan tidu héa | Pho bién Chay mdu truc trang
Khéng pho bién | Loét miéng
Rat hiém Dau bung
Réiloan mé dava | Khéng pho bién | Phu né
mo dudi da
Roi loan co xuwong | Khéng phd bién | Pau co
va mo lién két

Huéng din cdch xir tri ADR:

Phai ngumg diéu tri néu thay xuét hién loét ap to hodc loét hdu mén dai dang.

Pau dau thuong gip khi bat dau diéu tri, co thé dung lidu tang dan dé giam bot dau dau.
Giam huyét ap. nhip tim nhanh c6 thé xay ra khi dung liéu rat cao, can giam licu.
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13. Qua liéu va cach xir tri: A ng N
Triéu chu'ng Triéu ching qua liéu cip thuong la gidn mach ngoai ’921 vcnhpac b\iawwcn
giam huyét 4p va tang nhip tim phan xa. ﬁ [ o HAN \,‘,‘;\

Cdch xir tri: Kiém soat chic nang tim va didu tri hd tro thong thucmg NéUKhoig fhdhh
cong, tang thé tich tuan hoan bang bu dich. Trong trirong hop nguy lnem ﬂflh fhang,/){em
xét st dung thude co mach. u:;;; .1/
14.Diac tinh dwgc luc hoc:

Nhoém duge 1¥: Thude gidn mach ding trong bénh tim.

Ma ATC: COIDX16.

Nicorandil 1a mét dan xuét nitrat ctia nicotinamid, ¢6 tac dung gidn mach véi co ché hoat
dong kép trén ca tinh mach va dong mach. Nicorandil ciing 1a mét thudc mo kénh kali, dan
dén tang khir cuc mang té bao, 1am gidn dong mach va giam hdu ganh. Viéc kich hoat kénh
kali con c6 tac dung bao vé tim, bit chudc hién tuong tién thich nghi.

Nho nhom nitrat, nicorandil con gay gian tinh mach nho lam ting cvclic guanosin
monophosphate ndi bao. Vi thé, thubc 1am giam ca tién ganh va cai thién luu luong mau
tudi cho dong mach vanh.

Nicorandil di dwoc chirng minh c6 anh huong truc tiép dén dong mach vanh, ca trén cac
phén doan binh thuong va dit quing ma khoéng dan t6i hién twong cudp mau. Su giam ap
luc tdm truong giai doan cudi va ap luc thanh mach dan dén gilam sttc can mach mau ngoai
vi. Didu nay dan dén su can bang oxy trong co tim va cai thién luu lugng mau trong cac
ving sau khi chét cua co tim.

Hon nira, nicorandil di dugc chimg minh ¢6 tac dung chong co that trong ca nghién ctru in
vitro va in vive va dao nguge co that mach vanh gay ra béi methacholin hoac noradrenalin.
Nicorandil khong ¢6 anh huong truc tiép dén su co bop co tim.

15. Déc tinh dwoc dong hoc:

+ Hdp thu: Nicorandil hap thu tot qua duong tidu hoa. Sau khi udng, nicorandil dugc hap
thu nhanh va hoan toan tir duong tiéu hoéa, khong phu thude vao thire an. Sinh kha dung
tuyét doi khoang 75%. Nong do t6i da trong huyét twong (Cmax) dat duoc sau khoang 30
dén 60 phat. Nong do huyét tuong [va ving dudi duong cong (AUC)] cho thay ty 18 tuyén
tinh theo liéu.

Trang thai 6n dinh nhanh chong dat dwoc (trong vong 4 dén 5 ngay) khi dung liéu ldp di lip
lai theo duwong udéng. AUC khoang 2 voi liéu 20 mg/ ngay va 1.7 véi liéu 10 mg/ ngay.

+ Phdn b6: Su phan b trong co thé khéng phu thude vao liéu dung. Nicorandil lién két voi
protein thap, khoang 25%.

+ Chuyén hoa: Nicorandil duoc chuyén hoa chii yéu qua gan bing cach phan huy thanh
mot loat cac hop chat khong cé hoat tinh véi tim mach. Nicorandil khéng chuyén hoa
chiém 45.5% va chat chuyén hoa alcol, N- (2-hydroxyethyl) -nicotinamid chiém khoang
40.5% va céc chat chuyén héa khéc chiém 20% ndng do AUC.

N- (2-hydroxyethyl) nicotinamid 1a chat chuyén héa phé bién nhat (khoang 8,9% liéu dung
trong vong 48 gi10), sau do la acid nicotinuric (5,7%), nicotinamid (1,34%), N-methyl

5/6



https://trungtamthuoc.com/

nicotinamid (0,61%), va acid nicotinic (0.40%). Nhimng chat chuyén hoadfa" Tﬂmj;hgn cho
con duong chuyén hoa chinh cua nicorandil. /. “j ",W N\
+ Thdi trie: Thai trir xay ra qua 2 giai doan: ﬁ /A S \!‘3

v" Giai doan thai trir chinh ¢6 thoi gian ban thai khoang 1 glor Ii x\  DUOC PHAM f*,‘

v" Giai doan thai trir cham xay ra khoang 12 g10’ sau lidu ubng 20mg Nlbomﬂ}l V%‘cac

chét chuyén hoa ciia n6 chu yéu duogc bai tiét qua dudng nude tidu; ﬂnét frir M phan
rat thap.
Cdc nhom bénh nhdn dic biét: Khong ¢ nhimg thay doi 1am sang lién quan dén dwoc
dong hoc cua nicorandil dd duwgc minh ching trong nhom nguoi cd nguy co cao nhu nguoi
cao tudi, bénh nhan suy gan va suy than man tinh.
16. Quy cach déng géi:
Hop 6 vi x 10 vién nén. Kém theo to hudng dan st dung thude.
17.Diéu kién bio quin va han dung, tiéu chuén chit lwong cia thudc:
- Bdo qudn: Noi kho, nhiét dé dudi 30°C.
- Han diing: 24 thang ké tir ngay san xudt.
- Tiéu chudn chit lwgng: TCCS.
18.Tén, dia chi ciia co' s& san xuit:
Tén co'so sin xuit : CONG TY CO PHAN DUGC PHAM HA TAY
Dia chi: T dan phd s6 4. P. LaKhé, Q. Ha Dong, TP. Ha Noi
DT: 02433522203 FAX: 024.33522203
DT: 02433824685 FAX: 024.33829054

Hotline: 024.33522525
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