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HUONG DAN SU DUNG THUOC CHO CAN BOQ Y TL
1. Tén thube: NIKORAMYL 5 '
2. Thanh phin: Mdi vién nang cirng chira:

Nicorandil Smg
‘ Té duogce vd 1 vién

(Td duoc gom: Microcrystalline cellulose, magnesi stearat, bot talc, colloi
natri croscarmellose, natri lauryl sulfat)
3. Dang bao ché: Vién nang clng.
4. Dwoge lwe hoe, dwge dong hoc
- Dwoce lire hoce
Nicorandilrlél mot dan xuét nitrat cia nicotinamid, cé tdc dung gian mac .
la mét thuoc mé kénh kali nén gian ca tiéu dong mach va cdc déng mach V2 i, dong
thoi nhom nitrat con glly gian tinh mach thong qua kich thich guanylate cyclase. Vi thé,
thubc lam giam ca tién ganh, hdu ganh va cai thién luu lugng mau tudi cho dong mach
vanh.
- Duroc dong hoc:
Hép thu: Nicorandil hip thu tot qua duong tiéu hoa.
Phén bé: Nong do dinh trong huyét twong dat duge sau khi ubng 30-60 phut.
Chuyén héa: Chuyén hoa chit yéu qua khir nitrat, khoang 20% liéu dung duoc thai qua nude
tiéu dudi dang chuyén hoa.
Thai trir: Thoi gian ban thai khoang 1 gio. Ty 1€ gin clia nicorandil voi protein huyét twong
{hﬁp.
5. Qui cach dong goi: Hop 03 vix 10 vién.
6. Chi dinh, cach dung, licu diing, chéng chi dinh:
- Chi dinh -
Phong va diéu tri lau dai con dau thét nguc 6n dinh (bao gom giam nguy co hoi chirmg mach :
vanh cdp & nhitng bénh nhan c6 nguy co cao).
- Liéu lwong va cich dung:
Cach dung: Thudc dung duong udng.
Li¢u dung: §
Phong ngtra bién ¢6 mach véanh cdp:

Khot c@ﬁu 10 mg, 2 lan/ngay (hodc 5 mg, 2 lin/ngay véi bénh nhan dé bi \‘ Au), ting lén
néu thay cin thiét t¢i 30 mg, 2 lan/ngay.

Lidu thong thudng: 10-20me, 2 1an/ ngay.

- Chong chi dinh:

Man cam vai nicorandil hodic bit ky thanh phan néo cia thudc.

Séc (bao gdm sbde tim), suy tim trdi (véi ap luc dd ddy thép va bu trir kém), ha huyét 4p
nang, giam thé tich tuin hoan, phu phéi cap. '

Bénh nhan ting K" mau, loét duong ti€u hoa, loét niém mac mat, bénh nhan giam G6PD.

7. Than trong: _ )

Nhoi mdu co tim méi méc, giam huyét ap, bénh van tim ¢6 roi logn huyet dong (do ¢6 nguy
co gidm huyét 4p nédng hon hodc thiéu mau)

R&i loan dan truyén nht thit. ‘

Chay mau nado hodc chén thuong so ndo gan day. i

Bénh gan nang (nguy co tich lfiy nicorandil khi dung lieu lap lai).

Diéu tri cling voi cac dan xuét nitrat khac (nguy co ting doc tinh).

Phiu thuat tim phoi (nguy co gidn mach ngoai vi nghiém trong).

- Thoi ky mang thai: Mac dU cac nghién ciu trén dong vt cho thay khong co tac dung phu
cta nicorandil trén bao thai, song do chua c6 du dr liéu lam sang trén ngudi nén chi su
dung nicorandil trén phu nit mang thai sau khi di can nhéc k¥ vé loi ich va nguy co.

DUTC PHAM
HA TAY
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- Thoi l{;‘y cho con bu:

Chua biét thude c6 qua stta me hay khong, do do6 can thin trong khi sit dung nicorandil cho
phu nir cho con b.

- Sur dung thude khi l4i xe, vin hanh may moéc: Nhu cac thude tim mach khac, tac dung

ha huyet ap ¢o thé dan dén hoa mit chéng mit, mét méi. Do do, 1hay@j&§§ dung
thude cho doi [uqng lai xe va van hanh may moc. q."% %

dong)
Str dung déng thoi nicorandil véi thudce kich thich guanylate cyclase @
ch(:mn chi dinh vi ¢6 thé din dén tut huyu ap nghlem trong.
Liéu diéu tri cta nicorandil ¢6 thé lam gl’ll‘l‘l huyét ap & benh nhan huyét ap thap

Néu nicorandil str dung cting véi thude diéu tri tang huyct ap hodc cac chét c6 tac dung lam
ha huyel ap (nhu thude gian mach, thube chdng trim cam 3 vong, rugu), tac dung ha huyét
ap co thé tang 1én.

Thén trong khi str dung dong thoi nicorandil voi dapoxetin do ¢6 thé lam ha huyel ap tu thé
ding.

Thing duong tiéu hoa khi sur dung dong thoi nicorandil va corticosteroid da dugc bio cdo.
Thén trong khi st dung dong thoi.

Bénh nhan st dung dong thoi nicorandil vai NSAIDs, ké cé aspirin dung & lidu cho tac dung
phong ngtra bénh tim mach va chdng dong mau, sé ting nguy co bién ching ning nhu loét,
thung va xuit huyét duong tiéu hoa.

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

Chuyén hoa cia nicorandil bi anh hudng khong c6 y nghia boi cimetidin (thude e ché

CYP), rifampicin (cam ung CYP3A4). Nicorandil khong anh hudng dén duoc dong hoc clia 30
acenocoumarol. =
9. Tac dung khong mong mudn (ADR): /

Pau dau (thuong thodng qua va gip lic mai diéu tri), gidn mach dudi da va do mat, non,

budn ndn, chéng mit, mét moi.
Hiém gdp: g
Pau co, ban dé da, loét miéng. Ap 1o va loét miéng co thé xudt hién mu a thuong gép ,_;
hon khi dung liéu cao. \

Rt hiém gap:
Phu mach, roi loan chire nang gan. Giam huyu ap va/ hoac tang nhip tim ¢o thé gip & lidu
rit cao
- Huéng dan cach xir tri ADR:
Phai ngimg diéu tri néu llmy xudt hién ép to hoic loét hu mon dai (hng
Pau diu thuong gap khi bit dau diéu tri, co thé ding lidu tang din du gidm badt dau dau,
Giam huyét ap, nhip tim nhanh ¢o thé xay ra khi ding lidu rét cao, cin bt liéu.
10. Qud licu va xi tri:
Triéu ching: Triéu chimg qua lidu thuong 1a gidn mach ngoai vi voi cic biéu hién giam
huyét &p va ting ﬂhl]) tim phan xa.
Cach xir tri: Kiém sodt chic ning tim va diéu tri hd tro thong thuong. Néu khoéng thanh
cOng, ting (hé tich tudn hoan bang b dich. Trong truong hop nguy hiém tinh mang, xem
xét s dung thube co mach.
ll Cic ddu hiéu cAn luu y va khuycn cdo: Khong diung thube da qua han sir dung.

* Liew v: Khi rha) nang thude bi am méc, nang thuéc bi rdach, mép méo, bt thuéc chuyen
mén. nhén thuée in s6 16 SX, HD mo...hay c6 cdc biéu hién nghi ngo khdc phai dem thude
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(61 hoi lai noi ban hodic noi sdn xudt theo dia chi trong t6 huéng dan sir dung.
12. Piéu kién bdo quin va han dung:
- Bio quén: Noi kho, nhiét do duéi 30°C
- Han ding: 24 thang tinh tr ngdy sin xuét.
13. Tén va dia chi nha sin xuét:
Tén nha sian xuit: CONG TY CO PHAN DUQC PHAM |
Dia chi: T4 dan phd s6 4 — La Khé - Ha Pong - TP. Ha Nbi
Sé dién thoai: 04.33824685, 04.33522204
S6 fax: 04.33829054, 04.33522203
Hotline: 0433 52 25 25 )
14. Ngay xem xét sira doi, ¢ip nhit lai ndi dung hwéng din siv dybiy
Ngay thang niam
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HUONG DAN SU DUNG THUOC CHO NGUO1 BENH

L. Tén thude: NIKORAMYL 5 - 1905\
2. Khuyen cio: L5 Y X\

“DE€ xa tam tay cua tré em”

0 PHAN

“Doc'k‘} hudng dan su dung trudce khi dung” DUOC PHAM :}
“Thubdc nay chi dung theo don cia bac s§” , A TR = /
“Thong bao cho bac sy nhiing tac dung khong mong mudn gap phai Khisir-dy 16
3. Thanh phin, ham lwong cia thube: Mi vién nang cimg chia: P
Nicorandil Smg
Ta duoc vd 1 vién

(Ta dioc gdm' Microcrystalline cellulose, magnesi stearat, bot tale, colloidal silicon dioxid,
natri croscarmellose, natri lauryl sulfat)

4. Mo td san pham' Vién nang cirng sO 2, lll"lLl lréng tim, nang lanh lan, khéng mép méo.
Bén trong chtra bot thube mau tring hoac tring nga.

5. Qui cach dong go6i: Hop 03 vix 10 vién,

6. Thube dung cho bénh gi?

Phong va diéu tri 1au dai con dau thit nguc 6n dinh (bao gom giam nguy co hoi chirng mach
vanh cép o nhiing bénh nhan c6 nguy co cao).

7. Nén dung thude nay nhu thé nao va lidu lwong?

Cach dung: Thube dung duong uont‘f

Li¢u dung:

Phong ngira bién cé mach vénh cdp: i

Khm déu 10 mg, 2 hnfngcw (hoac 5mg, 2 ldn/ngfly v6oi bénh nhan dé bi dé}‘ , ting 1én
néu thy cin thiét ti 30 mg, 2 1 an/ng’iy \

Liéu thong thuong: 10-20mg, 2 lan/ 115:,1}{ |

8. Khi ndo khong nén dung thube nay?

Man cam voi nicorandil hodc bit ky thanh phin nao cia thube.

Sée (bao gdm soc tim), suy tim trai (vm ap luc do day thap va bu trr kém), ha huyet ap
ning, giam thé tich tuin hoan, phu phdi cép.

Bénh nhin tang K™ mau, loét d duong ticu hoa, loét niém mac mat, bénh nhan giam G6PD.

9. Tdc dung khong mong mubn cia thude: i
Nhu tdt ci cdc thude khéc, nicorandil ¢ thé gy ra cdc tac dung khong mong mubn, tuy
nhién, khong phai ai cling gap phai. ;_

Pau déu (thuong thodng qua va gip lic moi diéu tri), giin mach dudi da va do mat, non,
buon non, chong mat, mét moi.

Hiém gap:

Pau co, ban dé da, loét miéng. Ap to va loét miéng co thé xudt hién mudn va thuong gip
hon khi dung liéu cao.

Rét hiém gap:

Phu mach, roi loan chire ndng gan. Giam huyu ap va/ hodc tiang nhip tim co thé gip O lidu
rit cao

- Huéng dan cich xir tri ADR:

Phai ngung diéu tri néu thd) xuét hién ap to hodc loét hau mon dai dang

Pau dau thuong gap khi bit dau diéu tri, co thé ding lidu tang din clr_ giam bét dau dau.
Giam huvet ap, nhip tim nhanh ¢6 thé xay ra khi dung lidu rit cao, cin bat lidu.

Néu c6 bt cir téc dung khong mong muén nao cua thudc trd nén nghiém trong, hodc tac
dung khong mong mudn khong duoc liét ké trén ddy, hdy noi véi bac s§ hodc dugce s cua
ban.

10. Nén tranh dang nhirng thube hoic thue pham gi khi dang s dung thube nay?
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Hay viét mot danh sach nhitng thudce ban dang dung (bao gém thude duge ké don, khong ké
don va thuc plmm chirc nang) va cho bac sy hodc duogc si ctia ban xem. Khong duoc tur y
dung thude, ngung hodc thay déi lidu | lugng cua thude ma khéng c6 su cho phép cua bac sy.
Str dung dong thoi nicorandil voi thudce trc ché S-phosphodiesterase (nhu sildenafil, tadalfil,
vardenafil) la chong chi dinh vi co thé dan dén tut huyét dp nghiém trong (tic dung hiép
dong) ’
St dung dong thoi nicorandil voi lhuéc kich thich guanylate cyclase (nhu riociguat) la
chong chi dinh vi ¢6 thé dan dén tut huyét ap nghiém trong.
Liéu diéu tri ctia nicorandil c6 thé lam g giam huyét ap & bénh nhan huyét ap thap.
Néu nicorandil sir dung cung voi thude diéu tri tang huyét ap hoic cac chit ¢o tac dung lam
ha huvci ap (nhu thube gian mach, thude chong trdm cam 3 vong, ruou), tic dung ha huyét
ap c6 thé tang lén.
Than trong khi str dung dbng thoi nicorandil véi dapoxetin do ¢6 thé 1am ha huyét 4p tu thé
ding.
Thung duong tiéu hoa khi sur dung dong thoi nicorandil va corticosteroid da duge bdo céo.
Thén trong khi su dung dong thoi.
Bénh nhén sir dung dong thoi nicorandil vai NSAIDs, ké ca aspirin dung & liéu cho tac dung
phong ngtra bénh tim mach va chéng déng méu, sé ting nguy co bién chirng ning nhu loel
thing va xuit huyét duong tiéu hoa.
Than trong khi dung nicorandil vo1 cac thude lam ting kali huyet
Chuyén hoa ctia nicorandil bi anh huéng khéng c¢6 y nghia boi umeudl, 5¢ (rc ché
CYP), rifampicin (cam tmg CYP3A4). Nicorandil khong anh huéng dén ducr 1émg hoc cha
acenocoumarol. |
11. Cin lam gi khi quén dung khong diung thube?
Ubng liéu da quén ngay khi ban nh ra. Néu dLﬂ gio ucmg lidu 11(,1) theo tl
quén va ubng lidu tiép theo. Khong dung lidu gip doi dé bu vao liéu da qié&
12. C(m bdo quin thude nhu tlle nao?
Gitr thubce trong hop kin, ngoai tdm véi cia tré em.
Bao quéan thude & noi kho, nhiét do dudi 30°C.
13. Nhitng diu hiéu va tri¢u chir ng khi dung thude qua lidu:
Triéu ching: Triéu chimg qua liéu thuong la gidn mach ngoai vi voi céac biéu hién giam
huyét ap vatang nhip tim phan xa.
14. Can phai lam khi dung qua licu khu}cn cao? 3'
Céch xir tri- Kidm soit chire ning tim va diéu tri hd tro thong thuong. Néu khong thanh
cong, ting thé tich tuan hoan banu bu dich. Trong truong hop nguy hiém tinh mang, xem
xét sur dung thude co mach.
IS. Nhirng ditu cin thin trong khi dung thude nay:

Nhoi mau co tim méi mic, gidm huyu ap, bénh van tim c6 r6i loan huyét dong (do ¢ nguy
co giam hu y(,l dp nang hon hodc (hiéu mau)
Ri loan dan truyén nhi thét.
Chay mau néo hoic chin thuong so nio gjcm day.
Bénh gan nidng (nguy co llch ty nicorandil khi dung lidu lap lai).
Pidu trj cung véi cac din xudt nitrat khac (nguy co tang doc tinh).
Phau thuat {im phm (nguy co giin mach ngoai vi nghiém trong).
- Thoi ky mang thai: Mac di cdc nghién ctru trén dong vét cho thity khong c6 tic dung phu
ciia nicorandil trén bao thai, song do chua ¢6 di dir liéu 1Am sang trén nguoi nén chi s

dung nicorandil trén phy nir mang thai sau khi da can nhic k¥ vé loi ich va nguy co.
- Thoi ky cho con bi:

A
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Chura biét thude ¢6 qua stra me hay khong, do do can thén trong khi str dung nicorandil cho
phu nir cho con bu.

- Str dung thube khi li xe, van hanh miay mée: Nhu cic thude tim mach khéc, tac dung
ha huye ap co thé dan dén hoa mat chéng mit, mét moi. Do dé, than trong khi st dung
thude cho dbi tuong lai xe va van hanh may moc.

16. Khi nao cin tham van bac sy, duge sy?

- Khi céin thém théng tin vé thube.

- Khi thiy nhimg tac dung khéng mong muén giip phai khi str dung thudc.

- Khi ding thuée ma lhay triéu ching cua bénh khong thuyén giam.

17. Han diing ciia thube: 24 thang tinh tir ngay san xuit. Khong dung thude di qua han
sirdung.

* Luu v Khi Zf?{?i}f’ nang thuée bi dm mée, nang thuéc bi rdch, mép méo, bét thubc chuyén
méu, nhan thuée in s6 16 SX, HD mé...hay ¢6 cdc biéu hién nghi ngo khdc phdi dem thuée
161 héi lai noi ban hode noi sdn xudt theo dia chi trong to hieong dan sir dung.

18. Tén va dia chi nha sin Xuit:
Tén nha sin xuét: CONG TY CO PHAN DUQC PHAM HA TAY %,
Pia chi: T6 dan phé s6 4 — La Khé - Ha Déng - TP. Ha Noi
S5 dién thoai: 04.33824685, 04.33522204

S6 fax: 04.33829054, 04.33522203

Hotline: 0433 52 25 25
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19. Ngay xem X¢t sura ddi, ¢ip nhit lai ndi dung hudng dan sur (i\\l{ng
Ngay thang nam
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