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Nicorandil 5mg
Anti Angina Pectoris Agent
by:
STANDARD CHEM. & PHARM. CO., LTD.
é 6-20, Tuku, Tuku Village, Sinying Districl, Tainan
City 73085, Tawan

Tablets 5mg

Nicomen

CAREFULLY READ THE INSTRUCTIONS BEFORE USE | OT No.
COMPOSITION: Each tablet contains:

NicBramdil:.coo oz 5mg MFG. DATE :

~ INDICATIONS / CONTRA-INDICATIONS / DOSAGE & "
ADMINISTRATION/ PRECAUTIONS: EXP.DATE :
Please refer to the package insert .
STORAGE: Below 30°C and protected from light VISANO. :

SPECIFICATION: As perIn-House standard [KEEPOUT OF REACH OF CHILDREN |
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3 STANDARD CHEM. & PHARM. CO., LTD.
\ @ 620, Tuku, Tuku Village, Sining District, Tainan

8 City 73055, Taiwan
Rx THUOC KE BON

Tén thubc: Vién nén NICOMEN 5 mg - Thanh phdn: M&i vién chira Nicorandil 5 mg

Chi dinh/ Chéng chi dinh/ Liéu dung-Cach ding/Than trong va cac thong tin khac: Xin doc t&
huémg dan st dung kém theo - Tiéu chudin: Nha san xuét - Bao quan: Duwéi 30°C, tranh anh sang -
Quy cach déng géi: HOp 1 tdi nhdm x 10 vi x 10 vién - Xuét xtr: Dai Loan - Nha san xuét:

Standard Chem. & Pharm. Co., Ltd. - No. 6-20, Tuku, Tuku Village, Sinying District, Tainan City 73055,

Taiwan - Nha nhép khéu:............................. - SPK:........_. s
Sél16/ Ngt; san xuét / Han diing: xin xem Lot No./ Mfg. Date/ Exp. Date trén bao bi.
D

XATAM TAY TRE EM. BOC KY HUPONG DAN SU¥ DUNG TRUGC KHI DUNG.
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‘Boc kj hwéng dan s dung trude khi dung.
Néu can thém thong tin, xin hoi y kien thay thudc.
Chi dung thudc nay theo sw ké don cla thay thudc.

Vién nén NICOMEN 5 mg

THANH PHAN:
Mbi vién nén chira:
Nicorandil. oo v 51
T4 duoc: Inositol, Calcium stearat, Starch 1500, Mannitol, Calci carboxymethyl! cellulose.
DUOC LY: @7
Dworc lwe hoc: '

Nicorandil tac déng béng cach giadn co tron mach mau, d’éc biét la hé théng tinh mach.
Nicorandil thwc hién viéc nay qua hai con dwdng khac nhau; dau tién, bang cach hoat hoa
kénh kali, va sau do l1a cung cap oxyd nitric d& hoat héa enzym guanylat cyclase.
Guanylate cyclase lam hoat héa GMP dan dén gian ca tinh mach lan déng mach. Do tac
dong chon loc trén kénh kali mach mau, nicorandil khéng co tac dong dang ké trén suw co
th&t va dan truyén co tim. Méc dau nicorandil cé thé 1am gian mach vanh cla mét nguoi
khée manh, nhung it tac dung trén mach vanh clia mét ngudi bi bénh nhéi mau co' tim vi
cac mach mau sé san sang gé gian hoan toan. Thay vao do, nicorandil lam gian hé théng
tinh mach, lam giam lwong mau dén vé tim va giam cong viéc cla tim.

Dworc dong hoc:

Nicorandil dwoc hap thu tét, khong co chuyén héa dau tién qua gan. Pat ndng do tbi da
trong huyét teong tir 30 dén 60 phut va lién hé tric tiép dén liéu dung. Chuyén hoa chi yéu
qua khi¥ nitrat, khoang 20% liéu dung dwoc thai qua nudc tiéu dudi dang chuyén héa. Giai
doan thai trir chli yéu co thoi gian ban thai khoang 1 gi¢r. Ty 1& gan nicorandil v&i protein
huyét twong thap.

Khéng co thay dbi dang k& vé duoc dong hoc & ngudi cao tudi hodc bénh nhan bi bénh
gan hay suy than man tinh.

CHi DINH:
Dau that nguwc.

LIEU DUNG VA CACH DUNG:

Nguwi Ién: Khéi dau ding 10 mg x 2 1an/ngay, hodc 5 mg x 2 lan/ngay doi voi cac bénh
nhan d& bi nhirc dau. Sau do liéu dung sé dwoc diéu chinh tang Ién dan tuy theo dap trng
lam sang. Lidu ding théng thwang la 10 — 20 mg x 2 lan/ngay. Liéu dung toi da la 30 mg x 2
lan/ngay.

Ngwoi cao tudi: Khong can thiét phai gidm lidu & nguoi cao tudi. Cling nhu tat ca cac
thubc khac, nén dung liéu thadp nhét co hiéu qua.

Tré em: Thudc khéng dwoc khuyén nghi dung cho tré em.

CHONG CHi DINH:
- Bi séc do tim, suy théat trai, gidm huyét ap.
- Man cam voi nicorandil



- SUr dung ddng thei véi cac thudc trc ché phosphodiesterase 5 (nhuw la sildenafil, tadalafil,
vardenafil).

CAC CANH BAO DAC BIET VA THAN TRONG KHI SU’ DUNG THUOC:

N&n tranh st dung nicorandil & cac bénh nhan thiéu thé tich mau, ap huyét tam thu thap,

pht ph&i cAp tinh, hodc nhdi mau co tim cép bi suy that trai cap va ap suat dwa mau vé tim

thap.

Lidu didu tri cGia nicorandil ¢ thé 1am ha huyét ap clia bénh nhan tang huyét ap, va do d6

ciing nhw cac thuée chéng dau thét nguc khac, nicorandil nén dwoc dung than trong khi ké

don ddng thoi véi cac thube ha huyét ap.

Da co bao cao vé tinh trang loét dwéng tiéu hoa, loét niém mac khi str dung nicorandil.

Nén can nhéc thay thé thudc khi bénh nhan bi bénh ap-to hoac bi loét miéng nang.

Thing dwdng tiéu hoa ciing dwoc bao céo khi dung nicorandil dong thoi véi cac thude

corticosteroid. Vi vay nén than trong khi két hop cac thube nay.

Nicorandil cling phai dwoc ding cin than & cac bénh nhan giam thé tich mau, hodc bénh

nhan bi phti phdi cap.

TUONG TAC THUOC: CD:{

- Khéng thdy twong tac duoc lwc hoc hodc dwoc dong hoc véi thude chen thu thé beta,
digoxin, rifampicin, cimetidin, acenocoumarol, thuéc khang chii van canxi hodc phéi hop
ctia digoxin va furosemid & nguwoi hay dong vat. Tuy nhién, c6 kha nang nicorandil lam
ting tac dung ha huyét ap cla cac chéat gay gian mach, chat chbng trdm cam loai 3
vong, hodc ruou.

- Vi tac dung ha huyét ap clia cac nitrat hodc cac chat cung cép oxyd nitric ting 1én bdi
cac chéat (rc ché phosphodiesterase 5, chdng chi dinh sl dung dong thoi nicorandil voi
céac chét trc ché phosphodiesterase 5.

SU’ DUNG CHO PHU N{* CO THAI VA CHO CON BU:

Phu n cé thai: Cac nghién clru trén dong vat khéng cho thdy tac dung co hai cla
nicorandil trén bao thai, mdc dau khéng cé kinh nghiém trén ngudi. Khdng nén dung cho
bénh nhan cdé thai trlr khi khong cé chon Iwa nao an toan hon.

Cho con bu: Khong biét nicorandil c6 dwoc tiét ra sira me hay khong, nén tranh dung cho
bénh nhan cho con bu.

TAC DONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:
Nén canh giac bénh nhan khong nén 14i xe hay van hanh may méc cho dén khi da biét cac
thao tac cla ho khéng bi anh huéng béi nicorandil.

TAC DUNG KHONG MONG MUON:

- RAt thuwong gap (>1/10): nhirc dau thoang qua khi bat dau diéu tri.

- Thwong gap (>1/100, <1/10): chéng mat, budn non va nén mira, gidn mach mau da gay
dd blrng mat, cadm théy yéu.

- Khéng thwéng gap (>1/1000, <1/100): tang nhip tim khi dung liéu cao.

- Hiém gap (>1/10000, <1/1000): bi &p-to’ hay vét loét trong miéng kéo dai, roi loan chirc
nang gan, ndi ban @4, dau co.
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- R4t hiém gap (<1/10000): pht mach, loét dwong tiéu hoa.
Théng béo cho thay thudc nhiing tac dung khéng mong mubn gép phai khi st dung thuéc.

QUA LIEU VA XUF LY:

Qua ligu cép tinh c6 khuynh hwéng két hop véi gidn mach mau ngoai bién, giam huyét ap
va nhip tim nhanh phan xa. Nén theo d&i chirc nang tim va ap dung cac bién phap hé tro

tdng quat. Néu can thiét, tang thé tich huyét twong tuan hoan bang cach truyén dich thich
hop. Trong cac treong hop de doa mang séng, co thé can nhéc st dung cac chat gay co
mach mau. @7

BAO QUAN: =

Bao quan dudi 30°C, tranh anh sang. DE XA TAM TAY TRE EM.

HAN DUNG: '
24 thang ké tlr ngay san xuat.

TRINH BAY: Hop 1 tdi nhém x 10 vi x 10 vién.

San xuéat bdi;
STANDARD CHEM. & PHARM. CO., LTD.

Pia chi: No. 6-20, Tuku, Tuku Village, Sinying District,
Tainan City 73055, bai Loan

Tel: +886-2-2523 6641
Fax: +886-6-636 1516
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