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PECRANDIL 10 =

Nicorandil 10mg

HOP 6 Vi X 10 VIEN NEN

Composition: Each tablet contains: KEEP OUT OF REACH OF CHILDREN. CAREFULLY READ
Nicorandil 10mg THE ACCOMPANYING INSTRUCTIONS BEFORE USE.
Excipients q.s.f. 1 vién Manufactured by:

Specification: Manufacturer's watapnan  HATAY PHARMACEUTICAL J.S.C

Population groups No4 - La Khe - Ha Dong - Ha Noi Gity

. 0
Storage: Storein a dry place, below 30 C $516.5X (LotNol:

Indication, Contraindication, Administration-Dosage
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HUONG DAN SU DUNG THUOC CHO CAN B
1. Tén thuoc PECRANDIL 10
2. Thanh phan: M&i vién nén chura:
Nicorandil 10mg
‘ Ta dugc vd 1 vién
(Ta dugc gom: Microcrystalline cellulose, lactose, natri starch glyc ‘
magnesi stearat, bt talc, colloidal silicon dioxid)
3. Dang bao ché: Vién nén.
4. Duge lwe hoe, duwge dong hoc
- Duwoc lwe hoc
Nicorandil 1a mot din xuét nitrat cua nicotinamid, ¢6 tdc dung gian mach. Nicorandil cling
la mot thude mé kénh kali nén gian ca tiéu dong mach va céc dong mach vanh 1dn, dong
thoi nhom nitrat con gy gian tinh mach thdng qua kich thich guanylate cyclase. Vi thé,

thube lam giam ca tién ganh, hau ganh va céi thién luu lugng méau tudi cho dong mach
vanh.

- Duoc dong hoc:

Hdp thu: Nicorandil hip thu tdt qua duong ti€u hoa.

Phén bé: Nong do dinh trong huyet tuong dat duge sau khi ubng 30-60 phut.

Chuyén héa: Chuyén hoa chi yéu qua khr nitrat.

Thai triv: Khoang 20% lidu ding duoc thai qua nude tiéu dudi dang chuyén hoa. Thoi gian

ban thai khoang 1 gid. Ty 1é gan clia nicorandil v6i protein huyét twong thép.

5. Qui cach déng géi: Hop 06 vi x 10 vién. Kém theo to huéng dan str dung thude.

6. Chi dinh, cich dung, liéu ding, chéng chi dinh:

- Chi dinh

Phong va diéu tri lau dai con dau that ngue 6n dinh (bao gdbm giam nguy co hdi ching mach

vanh cp & nhitng bénh nhan c6 nguy co cao).

- Liéu lwgng va cach dung: .

Ciach dung: Thude dung duong udng.

Li¢u dung:

Phong ngira bién ¢é mach vanh cap:

Khoi dau 10 mg, 2 lan/ngay (hodc 5 mg, 2 ln/ngay v6i bénh nhan d& bi dau diu), ting 1én

néu thiy can thiét t6i 30 mg, 2 lan/ngay

Lidu thong thuong: 10-20mg, 2 lan/ ngay.

- Chong chi dinh:

Man cam vGi nicorandil hodc bat ky thanh phan nao ctia thude.

Sée (bao gom sdc tim), suy tim tri (voi ap luc dd day thdp va bu trir kém), ha huyét ap
ning, giam thé tlch tudn hoan, ph phdi cap.

Bénh nhan tang K" mau, loét duong tiéu hoa, loét niém mac mit, bénh nhan giam G6 D.

7. Than trong:

Nhdi mau co tim méi méc, giam huyel ap, bénh van tim c6 roi loan huyu dong cO nguy

cO giam huyet ap nang hon hodc thiéu mau)

R&i loan din truyen nhi thét.

Chay mau ndo hodc chén thuong so ndo gan day.

Bénh gan nang (nguy co tich lity nicorandil khi dung lidu lap lai).

D1eu tri cling voi cac dan xudt nitrat khac (nguy co ting doc tinh).

Phiu thut tim p1101 (nguy co gidn mach ngoai vi nghiém trong).

- Thanh phan thube c6 chura lactose: Khong nén sir dung trén bénh nhin khong dung nap
glucose, thiéu hut lactase hodc kém hap thu glucose-galactose.

. Tl eas



- Thoi ky mang thai: Mic du cdc nghién ctru trén dong vt cho thdy khong co téc dung phu
cua nicorandil trén bao thai, song do chua cé du dir liéu lam _sang trén nguoi An.c i sur
dung nicorandil trén phu nt mang thai sau khi da cén nhic k§ vé loi ich va nguy¢ mg;.;p \
3 .
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- Thoi ky cho con bi:
Chua biét thudc c6 qua sita me hay khong, do d6 can than trong khi sir dug nlc@nm{m ch
DUOC PHAM ”}:

phu nit cho con bu.

- Str dung thudce khi lai xe, vin hanh miy méc: Nhu céc thube tim mac Ol&;a,!c 1ta¢}‘dung/

ha. huyet ap co thé din dén hoa mit chéng mat, mét méi. Do do, than tron Ehjpsu‘,dtmg
thude cho ddi twong l4i xe va van hanh may maéc. ="

8. Twong tic cla thudc véi cac thude khac va cac tuwong tic khac:
Str dung dong thoi nicorandil véi thude e ché 5-phosphodiesterase (nhur sildenafil, tadalfil,
vardenafil) 1a chéng chi dinh vi c6 thé din dén tut huyét 4p nghiém trong (tac dung hiép
dong)

St dung dong thoi nicorandil véi thube kich thich guanylate cyclase (nhu riociguat) la
chéng chi dinh vi ¢6 thé dén dén tut huyét ap nghiém trong.

Liéu diéu tri cua nicorandil c6 thé lam giam huyét 4p & bénh nhan huyét ap thép.

Néu nicorandil sir dung cting voi thube diu tri tang huyét ap hodc cac chit ¢6 tac dung lam
ha huyet ap (nhu thude giin mach, thudc chéng tram cam 3 vong, ruou), tic dung ha huyét
ap c6 thé tang lén.

Thén trong khi st dung dong thoi nicorandil véi dapoxetin do c6 thé lam ha huyét ap tu thé
dung.

Thung duong tiéu hoa khi str dung dong thoi nicorandil va corticosteroid da duge bdo céo.
Than trong khi st dung dong thoi.

Bénh nhén st dung déng thoi nicorandil véi NSAID, ké ca aspirin dung ¢ liéu cho tac dung
phong ngtra bénh tim mach va chdng déng mau, s& ting nguy co bién chimg nang nhu loét,
thting va xuét huyét duong tiéu hoa.

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

Chuyén hoa ctia nicorandil bi anh hudng khong cé y nghia bdi cimetidin (thude e ché
CYP), rifampicin (cam tmg CYP3A4). Nicorandil khong anh huong dén duge dong hoc cla
acenocoumarol.
9. Tdc dung khong mong mubn (ADR):

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

Hiém gap:

Dau co, ban do da, loét miéng. Ap to va loét miéng c6 thé xuat hién muon va thuong géap
hon khi dung liéu cao.
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Rét hiém gap: ‘
Phu mach, roi loan chire ndng gan. Giam huyét 4p va/ hodc tang nhip tim c6 tk\ p O licu
rdt cao.

- Huéng din cach xu tri ADR:

Phai ngirmg diéu tri néu thay xuét hién ap to hodc loét hau mon dai dfmg,
Pau dau thuong gap khi bit du diéu tri, co thé dung licu tang dan dc giam bot dau dau.
Giam huyet ap, nhip tim nhanh co6 thé xay ra khi ding lidu rat cao, cin bat liéu.

10. Qua liéu va xir tri:

Triéu chitng: Triéu chimg qua liéu thuong 1a gidn mach ngoai vi véi cac biéu hién giam
huyét ap va ting nh1p tim phan xa.

Cdch xir tri: Kiém soat chire nang tim va diéu tri hd tro thong thuong Néu khong thanh
cong, tang thé tich tuAn hoan bang bu dich. Trong truong hop nguy hiém tinh mang, xem
xét st dung thude co mach.



11. Cac diu hiéu cin luu y va khuyen cdo: Khong dung thuoc da qud han sir dung.

* Luu y: Khi thdy vién thuée bj am méc, nist V&, nhdn thuéc in s6 16 SX, HD mo...hay cd cdc

biéu hién nghi ngo khdc phdi dem thuéc t6i héi lai noi bén hodc noi sdan xudt theo dia chi

trong don.

12. Diéu kién bio quan va han dl‘mg:

- Bdo quén: Noi kho, nhiét do duéi 30°C

- Han dung: 24 thang tinh tur ngay san Xudt. CO BHAN

13. Tén va dia chi nha sdn xuat UOC PHAM i:
Tén nha san xuit: CONG TY CO PHAN DUQC PHAM HA Il TAY )
Dia chi: TH dan phé sd 4 —La Khé - Ha Dong - TP. Ha Noi -
S6 di¢n thoai: 04.33824685, 04.33522204 \VLJ}/
S6 fax: 0433829054, 04.33522203
Hotline: 0433 52 25 25

14. Ngay xem xét sira ddi, cAp nhat lai ndi dung huéng din sir dy
Ngay thiang nim




HUONG DAN SU DUNG THUOC CHO NGUOI BENH
1. Tén thudc: PECRANDIL 10

2, thyen cdo:
“DE xa tim tay ciia tré em”
“Doc ky hudng dan st dung trude khi dung
“Thube nay chi dung theo don ctia béac s§”
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“Thong bdo cho bac sy nhitng tac dung khong mong mudn gap phai u,{lﬁhw s
3. Thanh phan, ham lwgng ciia thude: Mdi vién nén chira: N Oum; 10
Nicorandil 10mg

‘ T4 duogc vd 1 vién
(Ta duwoc gom: Microcrystalline cellulose, lactose, natri starch glycolat, crospovidon,
magnesi stearat, bt talc, colloidal silicon dioxid)
4. Mb ta san phdm: Vién nén hinh try, mau tring, thanh va canh vién lanh lin.
5. Qui cach déng géi: Hop 06 vi x 10 vién.
6. Thube dang cho bénh gi?
Phong va diéu trj 1au dai con dau thit ngue én dinh (bao gbm giam nguy co hoi chirng mach
vanh cap o nhung bénh nhan c6 nguy co cao)
7. Nén dung thuoc nay nhu thé nao va lidu luwong?
Ciach ding: Thude dung dudng ubng.
Liéu dung:
Phong ngira bién cé6 mach vanh cap:
Khoi dau 10 mg, 2 lan/ngay (hodc 5 mg, 2 lan/ngdy véi bénh nhan dé bi dau diu), ting lén
néu thiy can thiét t6i 30 mg, 2 lin/ngay.
Lidu thong thuong: 10-20mg, 2 1an/ ngay.
8. Khi nao khéng nén ding thude nay?
Man cdm véi nicorandil hoic bat ky thanh phan nao ca thude.
Séc (bao gbm sbc tim), suy tim trdi (voi ap lue d6 day thap va bu trir kém), ha huyét ap
ning, giam thé tich tuan hoan, phu phodi cép.
Bénh nhén ting K" mau, loét duong tidu hoa, 106t niém mac mat, bénh nhan giam G6PD.
9. Tdc dung khong mong mudn cia thubc:
Nhu tdt ca céc thude khac, nicorandil co thé gy ra cac tic dung khéng mong mudn, tuy
nhién, khong phai ai cling gip phai.
Pau ddu (thuong thodng qua va gip lic méi diéu trj), giin mach dudi da va dé mat,
budn nén, chéng mat, mét mai.
Hiém gdp: \
Pau co, ban do da, loét miéng. Ap to va loét miéng c6 thé xuit hién mudn &
hon khi dung liéu cao.
Rt hiém gap:
Phu mach, roi loan chirc nang gan. Gidm huyét ap va/ hodic ting nhip tim c6 thé gip & liéu
rét cao
- Huéng dan cach xw tri ADR:
Phai ngung diéu tri néu thay xudt hién ap to hodc loét hau mon dai dang
Pau dau thuong gap khi bit dau dibu tri, c6 thé ding liéu tang dan du giam bot dau dau.
Gidm myet ap, nhip tim nhanh c6 thé xay ra khi dung lidu rat cao, can bat licu.
Néu c6 bét clr tac dung khong mong mudn nao cta thudc trd nén nghiém trong, hodc tac
dung khéng mong muén khong duge liét ké trén diy, hday no6i véi bac s§ hode duge si cua
ban. _ )
10. Nén tranh dung nhirng thude hoiic thue phf,lm i khi dang sir dung thudc nay?

rong gap
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Hay viét mot danh séch nhitng thudc ban dang dung (bao gdm thudc duogc ké don, khong ké
don va thuc pham chirc nang) va cho béac sy hodc dugc si clia ban xem. Khéng duge tu y
dung thudc, ngung hoc thay ddi lidu lugng cia thudc ma khong c6 su cho phép cta bac sy.
Su dung dong thm nicorandil véi thudc e ché 5- phosphodlesterase (nhu sildenafil, tadalfil,
vardenafil) la chéng chi dinh vi ¢6 thé din dén tut huyét ap nghiém trone
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Sir dung dong thoi nicorandil véi thube kich thich. guanylate cycldst

chong chi dinh vi c6 thé din dén tut huyét ap nghiém trong. =[  COPHAN )5

Liéu diéu tri cta nicorandil c6 thé lam gidm huyét ap & bénh nhan huyét 'le %PHAM »

Néu nicorandil st dung cung véi thude diéu tri tang huyét ap hodc cac ﬁ};ll‘%fdgd/ﬁ“’ lam
en

ha huyet ép (nhu thude gidn mach, thube chéng trim cam 3 vong, ruou), ung_bd huyét
ap c6 thé tang lén.

Thén trong khi str dung ddng thdi nicorandil véi dapoxetin do c6 thé lam ha huyét ap tu thé
dung.

Thing dudng tiéu héa khi st dung dong thoi nicorandil va corticosteroid da duoc bédo céo.
Than trong khi str dung dong thoi.

Bénh nhén st dung dong thoi nicorandil véi NSAIDs, ké ca aspirin dung & liéu cho téc dung
phong ngura bénh tim mach va chéng dong méu, sé tang nguy co bién chimng nang nhu loét,
thing va xuat huyét duong tiéu hoa.

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

Chuyén hoa ctia nicorandil bi anh huong khong c¢6 y nghia boi cimetidin (thude Ge ché
CYP), rifampicin (cam ting CYP3A4). Nicorandil khong anh huéng dén duoc dong hoc cua
acenocoumarol.

11. Can lam gi khi quén dung khéng diung thude?

Udng liéu da quén ngay khi ban nhé ra. Néu den g1 uong licu tlep theo thi bd qua liéu da
quén va uong lidu tiép theo. Khong dung liéu gip doi dé bu vao liéu da quén.

12. Cin bio quén thude nhw the nao?

Gitr thude trong hdp kin, ngoai tAm véi cua tré em.

Béao quéan thube & noi kho, nhiét do duai 30°C.

13. Nhirng déu hiéu va triéu chirng khi dig thude qua liéu:

Triéu chirng: Triéu ching qua lidu thudng 13 gidn mach ngoai vi véi cac biéu hién gidm
huyét 4p va tang nhip tim phéan xa.

14. Cin phai lam khi diang qua liéu khuyén cio?
Cdch xir tri: Kiém soét chirc ning tim va diéu tri hd tro thong thuong. Néu kh@ng thanh
cong, tdng thé tich tudn hoan béng bu dich. Trong truong hop nguy hiém tinh 1\1ang, Xxem
xét st dung thude co mach.

15. Nhirng di¢u can than trong khi dung thude nay:

Nhoi mau co tim méi méc, giam huyet ap, bénh van tim ¢6 réi loan huyét dong (do co nguy
co giam huyet ap néng hon hodc thiéu méau)

R&i loan dan truyén nhi that. ‘

Chay mau ndo hodc chin thuong so ndo gin day.

Bénh gan ndng (nguy co tich Ity nicorandil khi dung lidu lap lai).

Diéu tri ciing véi cac dan xudt nitrat khic (nguy co tang ddc tinh).

Phau thudt tim phdi (nguy co giin mach ngoai vi nghiém trong).

- Thoi ky mang thai: Miac du cac nghién ctu trén dong vat cho thay khong c6 tac dung phu

ctia nicorandil trén bao thai, song do chua ¢6 du dir liéu lam sang trén nguoi nén chi su

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



Chua biét thude co qua sfta me hay khéng, do d6 can than trong khi st dung nicorandil cho
phu nft cho con bu.

- Sir dung thude khi lai xe, vin hanh may mée: Nhu cac thude tim mach I\hac tac dung
ha huyet ap c6 thé din dén hoa mit chong mit, mét moi. Do do, thin trong
thude cho déi tuong lai xe va van hanh mdy moc. 6
16. Khi nao can tham van bac sy, dwoce s§?
- Khi can thém thong tin vé thudc. 66 PHAN
- Khi thiy nhiing tac dung khong mong mubn gip phai khi st dung thuda DUOC PHAM *’
- Khi duing thube ma thay triéu chung cia bénh khong thuyén giam. \ \\ HA TRY /S /
17. Han ding ciia thude: 24 théng tinh tir ngay san xuat. Khéng dung th @;ﬁmqj av
sir dung. ~

* Luu y: Khi thdy vién thudce bi am méc, mit v, nhén thude in sé 16 SX, HD mo...hay cd cdc
biéu hién nghi ngo khde phdi dem thuéc t6i héi lai noi bén hodic noi san xudt theo dia chi
trong don.

18. Tén va dia chi nha sin xuit: _ )

Tén nha sian xuat: CONG TY CO PHAN DUQC PHAM HA TAY
Pia chi: T) dan phd sé 4 —La Khé - Ha Dong - TP. Ha Noi

S6 dién thoai: 04.33824685, 04.33522204

S6 fax: 04.33829054, 04.33522203

Hotline: 0433 52 25 25

Biéu tuwong:
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19. Ngay xem xét stra doi, cip nhit lai n¢i dung huwéng dan sir dung thudc:
Ngay thang nam \
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