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1 - MAu nhan hdp chwra 2 vi

2 - MAu nhén vi chira 10 vién nén
(SL SX, HD dwoc dép nbi trén vi)
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1 - Mau nhén hdp chira 3 vi

2 - M&u nhién vi chiva 10 vién nén
(SL SX, HD dwoc dép néi trén vi)
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1 - M4u nhén hdp chira 5 vi

2 - MAu nhén vi chira 10 vién nén
(SL SX, HD dugr dép néi trén vi)
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1 - Mau nhén hép chira 10 vi

2 - Mau nhan vi chiva 10 vién nén
(SL SX, HD dwgc dép néi trén vi)

g-Técdungkhéng

kém theo.
lpuejoolN

|5w oL

H

o

314 Bong Sao Streat, Ward 5, District 8, Ho Chi Minh City

Wj AN THIEN PHARMACEUTICAL CORPORATION

AN THIEN PHARMA,




https:/ @/at RYQCSomY, DUQC PHAM AN THIEN

P Sl 3143@9 a0, Phuong 5, auan 8, 1. Hoon v MAU NHAN, HOP DPANG KY LAN PAU

1 - Mu nhén hdp chira 1 chai 30 vién
2 - Mau nhan chai 30 vién nén

T4 durge vira di 1 vign.
Chi dinh - Chong chi dinh - Litu ding va
cich ding - n trong - Téc dung
v cdc théng tin chi
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Hép 1 chal 30 vién
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AnTHENPHARMA 314 BOng Sao, Phurdng 5, Quan 8, TP. H Chi Minh MAU NHAN, HQP PANG KY LAN PAU

1 - Mau nhan hép chiva 1 chai 60 vién
2 - Mau nhén chai 60 vién nén

 Nicorandl|
T4 dugo vira 4 1 vién.

Chi dinh - Chéng chi dinh - Liu ding va
céch ding - trong - Téc dung

mong n vi céc thng tin chi
Xem trén b HOSD kitm theo.

Tiéu chudn: TCCS

& Thanh phén: i i
Nicorandil ... 10mg  PRESCRIPTION DRUG
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VIEN NEN
Hép 1 chal 60 vién
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1 - Mau nhan hp chira 1 chai 100 vién
2 - Mau nhan chai 100 vién nén
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VIEN NEN
Hép 1 chal 100 vién
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TO HUONG DAN SU DUNG THUOC

® Thube k& don

Vién nén A.T NICORANDIL 5 mg
Vién nén A. T NICORANDIL 10 mg

Dé xa tam tay tré em
Doc kjf huedng dan sir dung trudc khi ding
Thube nay chi dimg theo don thudc

THANH PHAN
A.T NICORANDIL 5 mg A.T NICORANDIL 10 mg
Hoat chit Nicorandil ............... Smg | Nicorandil ............... 10 mg
Ta dwoe: Vira du 1 Viél; Starch 1500, mannitol, natri croscarmellose, acid stearic, maize
starch.
Dang bao ché Vién nén
M ta dang bao ché Vién nén tron mau tring dén tring nga

CHI PINH
Nicorandi_l duoc chi dinh 6 ngudi lon dé diéu tri triéu cht’n}g cho nhitng bénh n{hén ‘dau thit nguc
man tiph on dinh, bénh nhén khéng dung nap hoidc c¢6 chong chi dinh vé1 thuoc dau tay diéu tri
dau that nguc nhu nhém chen beta va/hoac nhém chen kénh calci.

LIEU DUNG VA CACH DUNG

Vién nén A.T NICORANDIL c6 sin 2 ham luong: A. T NICORANDIL 5 mg (nicorandil 5 mg)
va A.T NICORANDIL 10 mg (nicorandil 10 mg).

Liéu ding

Nguwoi lon

Liéu khéi ddu thuomg ding: 10 mg x 2 1an/ngay hodic 5 mg x 2 14n/ngdy & nhitng bénh nhan d&

bi dau dAu, sau d6 ting din theo dap tmg.

Pham vi liéu diéu trj thudmg ding tir 10 - 20 mg x 2 lan/ngay. Liéu diing nén diéu chinh theo mirc

dap Ung cha bénh nhén, ¢ thé tang 1én dén 40 mg x 2 14n/ngay néu cén thiét.

Nguwdi cao tuéi: Khong cén diéu chinh liéu. Nén dung liéu thdp nhit c6 hidu qua.

Bénh nhin suy gan, suy thin: Khong cin diéu chinh liéu.

Tré em: Khong khuyén céo dung thube cho tré em do chua cé du dit ligu vé an toan va hiéu qua.

Cach dung

Thube ding dudng udng. Udng nguyén vién thude 2 14n mdi ngay vao budi sang va budi tbi.
CHONG CHI PINH

Qua min véi nicorandil hoac bt ky thanh phin nio cia thude.

Bénh nhén bi sbc (bao gbm ca séc tim), ha huyét ap nghiém trong, hodc rdi loan chirc ning that

trai voi dp lyc 1am ddy thét thip va mat b tim.

Str dung c4c chit e ché S-phosphodiesterase, vi c6 thé dan dén giam huyét 4p nghiém trong.

Sir dung c4c chit kich thich guanylate cyclase hda tan nhu riociguat, vi ¢ thé dan dén giam huyét |

ap nghiém trong.

Bénh nhéan giam thé tich tudn hoan.

1/6



https://trungtamthuoc.com/

Phi phéi cép.

CANH BAO VA THAN TRONG KHI DUNG THUOC
Loéi dwong tiéu héa
bi c6 ghi nhin xdy ra loét dudng tiéu hoa khi sir dung nicorandil, thube ca thé gy loét tai cac
vi tri khdc nhau trén co thé. Khi phat hién bénh nhén c6 d4u hiéu loét dudng tiéu héa, ngung
dung mcorandll Néu loét tién trlcn nén dimng thube. Cac chuyén gia v té can phai nhan thic
duogc tAm quan treng cia vige chén doan kip thai cac vet loét do nicorandil géy ra va nhanh chong
ngimg diéu tri nicorandil trong trudng hop xay ra cac vét loét nhur viy. Dya trén nhis {ng thong tin
c6 sin, thoi gian xuét hién vét loét dao ddng tir ngay sau khi bat déu dung nicorandil dn vai niim
sau do.
Xuét huyét tiéu hoa thy phét sau loét dudmg tiéu hoa da duge ghi nhdn khi sir dung nicorandil.
Bénh nhén dang diéu tr1 dong théi nicorandil voi aspirin hodic cac NSAID khac ¢6 nguy co cao

X4y ra cac bién chnng nghiém trong nhu xuat huyét tiéu héa. Vi vy, nén than trong khi xem xét | 7267,
diéu tri dong thoi. G TY
« | Loét duong tidu hoa c6 thé tién trién thanh céc thing, 18 rd hogic hinh thanh b &p-xe. Nhimg bénh | AN

LA

nhan ¢é bénh viém tii thira ¢6 thé ¢6 nguy co cao hon trong viée hinh thanh 13 1o hoae thing HIk
THIL

rudt khi diéu tri bang nicorandil.
D3 c6 bao cdo x4y ra thung dudmg tidu hoa khi sir dung ddng thoi nicorandil véi cée thude | o<
corticosteroid. Vi viy, can thén trong khi sit dung dong thén.

Loét & mt

Viém két mac,lloét‘ két mac va loét giac mac da duge bdo cdo khi dung nicorandil. Bénh nhén
phdi duge tw van vé cac dau higu, tri¢u chimg va theo d6i chit ché tinh trang loét gidc mac. Néy
vét loét tién trién, phai dimg nicorandil.

Hag huyét ap

Chn thén trong khi diu tri két hop nicorandil v&i cac thude khac ¢6 tic dung ha huyét ap.

Suy tim

Do thidu dit liéu, nén than trong khi st dung nicorandil & nhitng bénh nhén suy tim d6 111, 6 IV
theo NYHA.

Téng kali mau

Db ¢6 bao céo xay ra ting kall mau nghi€m trong voi tér} sudt rat hiém khi ::fliéu tri bing nicorandil.
Nicorandil nén duge sir dung thén trong khi di€u tri ket hop vai céc thude khac ¢6 the lam ting
ndng d6 kali, dac biét & nhimg bénh nhan suy thin ti trung binh dén ning.

Bé ém

T’glu(’()c tét nhay cam v&i d6 évim,ﬂ do d6 bénh nhan can git nguyén vién thudc trong vi cho dén khi
uong hodc gilf nguysn gdi hat 4m silicagel trong chai thuoc, day nap kin sau khi s1r dung.

Thiéu hut glucose-6-phosphat dehydrogenase (G6PD)

Nicorandil nén duoc sir dung thén trong & nhu’ng bénh nhan thiéu hut G6PD. Nicorandil hoat

dong mot phin théng qua nhdm nitrat hifu co ciiand. Sy chuyén héa nitrat httu co ¢6 thé dén dén
su hinh thanh nitrit ¢é thé gdy nguy co methemoglobin & bénh nhan thién hut G6PD.

SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU
Phu nit ¢6 thai

Khéng c6 hojic c6 han ché thong tin vé viéc sir dung nicorandil & phu nif ¢6 thai. Céc nghién clu
trén ddng vat khong chi ra tac hai tryc tiép hodic gian tiép dén thai nhi. Tot nhit khdng nén s
dung nicorandil & phu nft ¢6 thai. .
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Phu nit cho con ba

Cac nghién ciru trén ddng vat chi ra rang nicorandil cé bai tiét mot leong nhé vao stta ddng vat
me. Tuy nhién, chura biét lidu nicorandil ¢cé dwge bai tiét qua sita me & ngudi hay khéng, do da
khong khuyén cdo st dung thude che phy nir dang cho con bu.

ANH HUOGNG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Nicorandil ¢6 4nh huéng dén kha ning l4i xe va van hanh may méc. Tuong tyr c4c thude gidn
mach khéc, tdc dung ha huy€t &p, chong mit va suy nhuge do nicorandil gdy ra co the lam dnh
huéng dén kha nang l4i xe va vin hanh mdy mée. Tac dung ndy cé thé ting [én khi dung
nicorandil chung véi rugu hodc cac thuc gay ha huyet ap khac (vi du nhu céc thudc gidn mach
khac, thudc chong trdm cam ba vong). Bénh nhan cdn duge canh bo va khéng nén 141 xe hoie
vdn hanh may méc néu xay ra cic triéu chimg nay.

TUONG TAC, TUONG KY CUA THUOC
Twong tic thude
Chbng chi dinh didu tri démg thai nicorandil véi cdc chét ac (ihé 5-phosphodiesterase, vi du nhu
sildenafil, tadalfil, vardenafil, vi tac dung hiép déng nén c6 thé din dén ha huyét 4p nghiém irong
hon.

Chong chi dinh diéu trj dong thi nicorandil voi cac chét kich thich guanylate cyclase hoa tan
(chdng han nhi riociguat), vi ¢é thé dan dén ba huyét 4p nghiém trong hon.

O lidu diéu tri, nicorandil e6 thé 1am ha huyét 4p & nhimg bénh nhan huyét 4p thép.

Néu diéu tri ddng thoi nicorandil voi cdc céc’thuf)c‘ ha huyét 4p hoiic cac thudc khéc ¢6 tac dung
ha huyet ap (nhw thude giin mach, thude chéng trdm cam ba vong, rugu), tic dung ha huyét ap
cd thé ting 1én.

Thén trong khi ké don dapoxetin & bénh nhén diéu tri nicorandil do c6 thé lam ha huyét ap tur thé
dimg.

Dd ¢6 béo céo xdy ra thung dudng ti€u héa khi ‘diéu trj ddng thoi nicorandil véi cac thude
corticosteroid. Vi viy, can thin trong khi di€u tri dong thoi.

O nhimg bénh nhan diéu tri ddng thdi nicorandil véi cdc NSAID, aspirin ca lidu c6 tdc dung
phong ngira bénh tim mach va chong viém, ¢6 nguy co lam gia ting cac bién chimg nghiém trong
nhu loét, thung va xuét huyét tiéu hda.

Cén than trong khi sit dung k&t hop nicorandil véi cac thude lam ting ndng 6 kali mau.
Cimetidin, rifampicin anh huéng khéng d4ang ké dén sw chuyén héa cia nicorandil. Nicorandil
khdng c¢6 4anh hudmg dén duge luc hoc cha acenocoumarol.

Twong Ky: Khéng ap dung.

TAC DUNG KHONG MONG MUON CUA THUOC
Téc dung khong mong mudn phd bién nhat dugc bdo cdo trong céc thir nghi¢m 1am sang 1a dau
dau, xay ra & hon 30% bénh nhéan, dédc bigt trong nhimg ngay dau didu ti.

Chinh lidu ting dén c6 thé lam giam tin xuét xay ra con dau déu.

Cac tac dung nghiém treng khac bao gom loét va céc bién chimg cia loét cling d4 duge béo cho
khi diéu tri bing nicorandil.

Ciac tac dung khong mong mudn duoce lidt ké trong bang sau theo hé théng co quan va tin subt
duge xéc dinh nhu sau: Rat thudng gdp (ADR 2 1/10), thudng gap (1/100 < ADR < 1/10), it gdp
(1/1.000 < ADR < 1/100), hiem gdp (1/10.000 <ADR < 1/1.000), rdt hiém ggp (ADR < 1/10.000),
va khdng biét (khong thé woc tinh dwoc fdn sudt tie dif liéu co san)
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Hé théng co quan Tan suit Téc dung khing mong mudn
Nhiém trang Thiong gap Ap-xe da.

It gap Ap-xe tai bd phan sinh duc, hdu mén

hoéc cac vi tri khac trén dudng tiéu hoa.
Ré6i loan chuyén héa va | Rar hiém gap | Tang kali mau.
dinh dudong
Roi loan hé thin kinh Rat thuong gdp | Dau dau.

Thuong gdap Chong mat.

Khéng biét Liét dy than kinh s6 TI1, s6 IV (thuemg
di kém véi triéu chimg dau dau).

R6i loan mit it gap Loét gidc mac, loét két mac, viém két
mac.

Khong biét Chimg song thi, liét vén nhan (thuong di
kém vdi triéu chimg dau déu).

Réi loan tim Thuong gap Tang nhip tim.
R6i loan mach mdu Thuong gap Gidn mach giy do birng mat.
It gap Ha huyét 4p
Roi loan tiéu héa Thuong gdp Viém tui thira, xuit huyét dudmg tiéu hoa,
loét duong tiéu hoa (viém miéng, ap-to,
loét miéng, loét ludi, loét dll:f?llg rudt,
viém loét hdu mon), ndn va budn non.

It gdp Thing dudng tiéu hoa, vét loét phat trién
thanh thang, 15 r& (16 rd hdu mén, sinh
duc, tiéu hoa va ¢ da).

R6i loan gan mét Rét hiém gdp | R6i loan vé& gan nhu viém gan, & mét

. L hodc vang da. B

Roi loan da va md dwéi da | Thuong gap Loét da va niém mac (cha yéu 13 loét
quanh hdu mon, loé¢t b phén sinh duc va
loét dudmg tiéu héa).

Hiém gap Phat ban, ngta.

Rdt hiém gdp | Phi mach.

Rii loan co xwong va md | Hiem gip DPau co.
lién két
Réi loan chung va tai vi tri | Thieong gap Suy nhugc.
ding thube
Ngoai ra, céc tac dung khdng mong mudn sau day ciing dugc ghi nhén véi cac tan s6 khac nhau
trong nghién ctru [ONA (téc dong cua nicorandil trong dau that nguc) trén nhimg bénh nhan ¢6
nguy co cao bién chirng tim mach.
Thuong gdp: Chady mau truc trang.
It gdp: Loét miéng, phu mach, dau co.
Rdt hiém gdp: Pau bung.
Thong bdo ngay cho bdc st hodc dwoc si nhitng phdn teng co hai gap phdai khi si dung thube
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QUA LIEU VA CACH XU TRi
Qua lieu: Trong trudmg hop xay ra qua lidu cép tinh, c¢6 thé xay ra gidn mach ngoai vi véi ha
huyét ap va nhip tim nhanh phan xa.
Cach xir tri: Theo d6i chire nang tim va céc bién phap hd tro chung. Néu can thiét, tang thé tich

huyet tuong tudn hoan biang céch truyén dich thich hop. Trong trudmg hop de doa tinh mang, co
thé can nhéc sir dung cée chit giy co mach.

CAC PAC TINH DUQC LY
Dwge lwe hoc
Nhom duoe Ip: Thube gidn mach khic diing trong bénh tim.
Ma ATC: CO1DX16

Co ché hoat dong oy
. i n . . . . - z ) e % - , n n, i 6y ;
Nicorandil 13 mét este nicotinamid, 1a mét thube gifin mach véi co ché hoat dong kép, 1am gian |~
co tron mach mau & cd tinh mach va dong mach. ONG TY
0 PHAN

Nicorandil hoat héa kénh kali gay ting phan cuc mang té bao mach mau c6 tic dung gidin co tron de PHAN
dong mach, do d6 gidm héu ganh. Ngoai ra, su kich hoat ctia kénh kali c6 tac dung tép cho co ._-.}{}} o
tim tién thich nghi véi thiéu mau co tim cuc bo. _,/
Nho ¢cé géc nitrat, nicorandil cling lam gian co tron mach mau, ddc biét 1a hé thémg tinh mach ff’ﬂ@,@f.
thong qua sy gia tang guanosin monophosphat vong (¢cGMP) trong ndi bao. Do d6, 1am giam
lwgng mau v¢ tim va lam giam tién génh.

Tac dung duoc lyc hoc

Nicorandil dd dwoc chimg minh 1a gay anh huong truc tiép 1én dong mach vanh, trén ca doan
binh Th'ubng va doan hep, ma khéong cé hién tugng cudp mau mach vanh. Hon nfra, viéc giam ap
lye cudi tdm truong va truong lue mach mau s€ lam giam khang lyc mach mau ¢ cac mach ngoai
bién. Cudi ctng, su can bang oxy trong co tim va luu lugng médu dén cac ving bi hep cha co tim
duoc cai thién.

Hon nira, nicorandil dé dugc chimg minh co tac dung chéng co thit trong cé in vitro va in vivo
va dao nguoce su co that mach vanh géy ra bédi methacholin hodc noradrenalin.

Nicorandil khéng c6 tic dung tryc tiép trén sire co bop co tim.

Dwoc djng hoc

Duge dong hoc ctia nicorandil ¢6 khoang tuyén tinh dao dong tir 5 mg dén 40 mg.

Hip thu

Sau khi udng, nicorandil dwoc hp thu nhanh va hoan toan qua dudmg tiéu hoa, khong bi anh
hudng boi thirc an. Sinh kha dung tuyét doi khoang 75%. Higu tmg chuyén héa 1an diu qua gan
khong dang k¢. Nong dg dinh trong huy?t tuong (Cimax) dat duoc sau khi uong 30 - 60 phit. Nong
dd trong huyét twong (va dién tich dudi dudng cong (AUC) chi ra ¢6 su tuyén tinh véi liéu sir
dung).

Trang thai &n dinh nhanh chéng dat dwoc khi udng lidu lap lat (trong vong tir 4 - 5 ngay). O trang
thdi 6n dinh, ti 1& tich lity (dya trén AUC) 14 khoang 2 @6i v6i vién ham luong 20 mg va 1,7 déi
voi vién ham luong 10 mg.

Phadn bo

Nicorandil phan b toan thén, khéng phu thude vao lidu, trong pham vi diéu tri. Nicorandil it gén
két véi protein huyét tuong (khoang 25%).

Chuyén héa

Nicorandil chuyén héa chi yéu qua gan bing cach khir nitrat thanh céc hop chét khong c¢6 hoat

tinh trén tim. Trong huyét twong, nicorandil & dang khéng doi chiém 45,5%, N-(2-hydroxyethyl)-
nicotinamid chiém 40,5%; va c4c dang chuyén héa khéc 12 20%.
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Nlcorandtl duoc thai trir chi yéu qua nudce tiéu dudi dang chat chuyén hoa, thudc & dang khong
d6i nho hon 1% so v6i lidu ding, xuét hién trong nude tidu sau 0 - 48 gio. N-(2- hydroxycthy])
nicotinamid la chét chuyén héa c6 nhiéu nhét (khoang 8,9% so vdi liéu dung trong vong 48 gid),
tiép theo 12 acid nicotinuric (5, 7%), nicotinamid (1,34%), N -methyl-nicotinamid (0,61%) va acid
nicotinic (0,40%). D6 1a nhimng chét chuyén hoa chti yéu cia nicorandil.

Thati trie
Néng @ thudc trong huyét twong giam xay ra theo hai giai doan:

- Giai doan thai trir nhanh: Thoi gian ban thai khoang 1 gid, trong d6 bao gdm khoang 96% néng
d6 thude trong huyét tuong.

- Giai doan thai trir chdm: Thoi gian bén thai khoang 12 gid, sau khi uéng liéu 20 mg.
Nicorandil va céc chit chuyén héa thai trir chit yéu qua duong tiét nidu, mét luong it qua phén.

QUY CACH PONG GOI
A.T NICORANDIL 5 mg A.T NICORANDIL 10 mg
Hop 2 vi, 3 vi, 5 vi, 10 vi x 10 vién. Hop 2 vi, 3 vi, 5 vi, 10 vi x 10 vién.
_Ht}p 1 chai 39 vién, 60 vién, 100 vién. Hop 1 chai 30 vién, 60 vién, 100 vién.

BAO QUAN: Noi kho rdo, nhiét 6 khong qua 30°C, tranh anh sang.
HAN DUNG: 24 thang ké tir ngay san xuét.
TIEU CHUAN: TCCS.
San xuit tai nha mdy
CONG TY CO PHAN DUQC PHAM AN THIEN
Lo CI6, Duong S6 9, KCN Hiép Phude, Huyén Nha Beé, TP HO Chi Minh

TP. H4 Chi Minh, ngay 09 thang 06 nim 2021
GJAM POC NHA MAY_[4

(O PHAN
[\ DUge PHAM

\ OQ N THIEN
\f% Oxr S. DS. Nguyén Trung Hiéu
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