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< Dyc k) hiedng ddn si dyng triede kM ditng. .
Néu cdn thém thong tin xin hdl § kién thdy thudc. \‘
Chi ding thudc ndy theo sy ké dom ctia thlly thube.

NISTEN

THANH PHAN

Mai vién nén bao phim NISTEN chira:

IVALERRIN «ox veavii s inansssnnnsasansosnsd I

Té dugc: Cellulose vi tinh thé, calci phosphat dibasic khan, copovidon, natri bicarbonat, silicon dioxyd, magnesi stcaral, HPMC, PEG
6000, talc, titan diexid, guinoline yellow lake, carmoisin red ... vita i | vién.

M3i vién nén bao phim NISTEN-F chira:
Ivabradin .....c.coovnnnnninnernesenennnnnn 7,3 ME
Téa dugc: Cellulose vi tinh thé, calci phosphat dibasic khan, copovidon, natri bicarbonat, silicon dioxyd, magnesi stearat, HPMC, PEG

6000, talc, titan dioxid, oxid sdt vang, quinoline yeliow lake, xanh green's . vica dii I vién.

Dic tinh duge lyc hoe:

Ivabradin 13 mat 13 mét chat irc ché chon loc va dc hiéu kénh If & nit xoang. Ivabradin trc ché ddng ion qua kénh £ (If) din dén lim
gidm tan sb tim don thuin ma khéng dnh hudng dén tinh co thit co, tinh din truyén, hay tdi phin cyc tim that, khdng anh hwdng dén
truong lyrc mach ngoai bién.

Dic tinh duge lyc chinh cda Ivabradin I gidm nhip tim phy thude lidu ding. Phin tich mirc gidm nhip tim & liéu 20 mg x 2 lan/ ngay
cho thiy xu huéng tac dung binh nguyén phi hop véi gidm nguy co chim nhip tim du6i 40 nhjp/ phut.

@ liéu thong thudng, Ivabradin lm nhip tim gidm khodng 10 nhip/ phit lic nghi va ging stec. Diéu ndy giip gidm tai cho tim va tiéu
thy oxy ¢ tim. Ivabradin khdng dnh huémg dén syr din truyén trong tim, tinh co co tim hofic téi phin cyc tdm that:

- Trong cc nghién ciru dién sinh Iy lim sing, Ivabradin khong c6 tic dung trén thai gian din truyén nhi - thét hogc trong tim thit hojc
khoang QT duoc diéu chinh. :

- O bénh nhin réi loan thit trdi (phan sudt téng mau tht trdi LVEF 30- 45%), Ivabradin khéng c6 bit ky anh huémg c6 hai ndo dén
LVEF.

Dic tinh duge djng hoc:

Ivabradin hip thu hoan toan sau khi ubng nhung sinh kha dyng chi dat Khodng 40% do qua chuyén héa 14n diu, Néng d¢ dinh dat duge
sau khoang | giér khi bung déi nhung kéo dai thém 1 gior khi no va lugng hdp thu ting khoing 20-30%. Ivabradin gin két véi protein
huyét twong khoing 70%.

Ivabradin chuyén héa & gan va ruét qua cytochrom P450 CYP3A4 thanh chat chuyén héa chinh N-desmethyl- ivabradin (S-18982).
Chét nay duoc chuyén héa tiép theo bai CYP3A4. Ivabradin c6 thoi gian ban thai khodng 2 gi¢. Cic chit chuyén héa dugc bai tiét qua
nude tiéu va phin. Khodng 4% licu ding xudt hién trong nuée tiéu & dang nguyén ven. Nghién ciru trén dong vt cho thiy Ivabradin c6
phin bé vio sira me.

CHi DINH:

Diéu tri bgnh mach vanh

Diéu trj triéu chimg dau thit ngwe 4n dinh man tinh & bnh nhan mach vinh véi nhip nit xoang binh thudmg. Ivabradin duge ding cho:
- Bénh nhin khong dung nap hojc chéing chi dinh véi cic thudc chen beta.

- Phéi hop vai thubc chen beta & binh nhin khng kidm sodt duge véi thude chen beta liéu ti da v bénh nhén c6 nhip tim trén 60

nhjp/ phut.

CHONG CHi DINH:
- Qué min véi Ivabradin ho3c
- Nhip tim lic nghi dwéi 60
- Soc tim,

- Nhoi méu co tim cp tin
- Giam huyét 4p ning (<
- Suy gan njing.

- Hji chimg suy nit xoang
- Bloc xoang tam nhi. )
- Suy tim cdp hojc khong n &g
- Diing mdy tao nhip.

. N PHO CUC TRUONG
- Dau thit ngyc khong on dinh.

- Bloc nhi- thit d3 3. ] W o~ W\, sg/’ %
- Phéi hop véi céc thube e ché cytochrome P450 3A K .ﬂ/}?m 1, itraconazol), khang sifili nhém

macrolid (clarithromycin, erythromycin uéng, josamycin, téfthrédycin), thudc trc ché HIV protease (nelfinavir, ritonavir), nefazodon.
= Phy nir mang thai va cho con bu.

LUU Y DAC BIET VA THAN TRQNG KHI SU' DUNG:

Logn nhip tim

Ivabradin khéng hi¢u qud trong diéu tri hodc phong ngira logn nhip tim vi duémg nhu mit tdc dung khi xay ra loan nhip nhanh (nhu
nhip nhanh thét hofic trén that), Do d4 khéng nén dung Ivabradin & b¢nh nhiin rung tam nhi hojic cic logn nhip tim khic ¢ anh hwimg
dén chirc ning nit xoang.

Bénh nhén dieu trj véi Ivabradin phai dugc theo ddi lim sang thudng xuyén dé phat hién rung tam nhf (lién tuc hofc kich phit), nén
theo d3i dién t3m d8 néu c6 d4u hiéu trén lam sing. Nguy co rung tam nhi cao hon & bénh nhin suy tim man tinh diéu trj véi
Ivabradin, Rung tam nhf thudng gip hon & bénh & bénh nhin sir dung ddng thdi amiodaron hoje thudc chdng loan nhip nhém I.

Theo ddi chat ché bénh nhan suy tim man tinh véi réi logn din truyén ndi thit (phong bé b6 nhénh trdi, phong bé bé nhinh phai) vi
mét ddng b tim that,

Bénh nhdn bloc nht thdi dg 2

Khéng khuyén ding Ivabradin & bénh nhén bloc nhi that d§ 2.

Bénh nhdn nhip tim chdm

Khéng sir dung Ivabradin & bénh nhén c6 nhip tim lic nghi dwéi 60 nhip/ phit trude khi dicu tri.

Trong qud trinh diéu trj nén diéu chinh giam lidu néu nhip tim lic nghi thubmg xuyén duéi 50 nhip/ phit hofic bénh nhin c6 tri¢u ching
lién quan dén chim nhip tim nhw chéng mit, mét méi, gidm huyét 4p. Nén ngimg didu trj néu nhip tim vin duy trl dudi 50 nhip/ phut
ho3ic nhip tim chim kéo dai.

Phdi hgp véi cdc thude chen kénh calci

Khéng nén phéi hop Ivabradin véi cic thuéc chen kénh calci 1m gidm nhip tim nhw verapamil hojic diltiazem. Khéng cé dit ligu v an
todn khi phdi hop ivabradin v&i cdc nitat va cic thuéc chen kénh calci dihydropyridin nhi amlodipi =




S"_E‘ tim mqr?'.‘.fnh o
Phit &n dinh tinh trang suy tim trude khi didu tri véi vabaradin, Su i A 45 IV thes NYHA do thiéu
dir ligu & nhém bénh nhin ndy. 2 e tlita oag 0 benl i SLETEC VAR
c
Khéng sir dung Ivabradin ngay sau khi xdy ra séc.
Anh huimg thi gide

Ivabradin nh hudmg dén chirc ning cda vang mac. Cho dén nay vin chura c6 bing chimg tic dung cé hai ciia thudc trén ving mac
Nén ngimg thube néu bat ky tdn thuong th gide n 3 e T
a Ehdﬂigfdm s y g thi gidc ndo xdy ra. Nén thin trong & bénh nhin viém vdng mac sic td.

Chua cé diy di dir ligu & bénh nhén giam huyét 4 i 5 . i
e e A e ﬁan i go: : t]: !:J:Htg; .trung binh, do 46 nén thin trong & nhimg bénh nhin ndy. Chong chi dinh
Bénh nhdn bj hgi ching QT bdm sinh hodc dang diéu tr véi thubc c6 kha ning kéo déi OT

Khéng nén sir dung Ivabradin & bgnh nhén bj hoi chimg QT bim sinh hodic dang didu trj véi thubc c6 kha ning kéo dai QT. Néu cln
thi¢t phai phéi hop, phii theo dai tim chit che.

Dé xa tim tay tré em.

st‘_DUNc CHO PHY NU' CO THAI VA CHO CON BU:
Khang sir dung Ivabradin cho phy nir ¢ thai va cho con bi.

TAC DONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:

Thude khong anh héng dén kha nang 13i xe v vin hinh may méc. Tuy nhién, Ivabradin c6 thé giy dom d6m mit thodng qua khi c6
sic thay doi djt ngdit ve cudmg 4§ 4nh sing, djc biét khi 131 xe ban dém. Vi viy nén thin trong.

TAC DUNG KHONG MONG MUON:

Rat thudmg gip: dom dém mit,

Thubng gip: Nhire du (thudmg trong thang didu trj diu tién), mér mit, chong mat, chim nhip tim, bloc nhT thit 49 1, ngoai tam thu.
Khéng thudmg gip: ting bach cAu va cosin, ting ure huyét, ngit, tim d3p nhanh, gidm huyet 4p, kh thé, budn ndn, tio bén, tiéu chay,
phu mach, néi ban, chudt rit, suy nhuge, mét moi, ting creatinin,

Hiém giip: ban do, ng(ra, ndi may day, kho chju.

Rat hiém g3p: rung tam nhi, bloc nhi thit 44 2, bloc nhi that 43 3, hji chimg suy nit xoang.

LIEU DUNG - CACH DUNG:

Diéu trj bgnh mach vanh

Lidu khéi dAu thong thuong: 5 mg x 2 14n/ ngay. Sau 34 tudn c6 thé ting Ién 7,5 mg x 2 1in/ ngdy tiy vio d4p (g diéu trj. Néu trong
qué trinh diéu trj nhip tim lic nghi thudmg xuyén dudi 50 nhip/ phit hojic bénh nhin cé trigu chimg lién quan dén chim nhip tim nhu
chong mit, mét moi, gidm luyét 4p, nén didu chinh lidu khoang 2,5 mg x 2 1An/ ngdy.

Nén ngimg diéu tri néu nhip tim van duy tr duéi 50 nhip/ phit hojc nhip tim chim kéo dai.

Ngwadi gia: & bénh nhan > 75 tui, nén bit ddu dung lidu thip (2,5 mg x 2 lin/ ngdy) tru6c khi ting liéu néu cin thiée.

Suy thdn: Khéng cin thiét diéu chinh liéu & bénh nhan suy thin c6 dj thanh thai creatinin trén 15 ml/ phit. Khong cb dir ligu sit dung
thuéc & bénh nhin cé dj thanh thii creatinin dudi 15 ml/ phit. Do dé nén thin trong.

Suy gan: Khong cin thiét didu chinh lidu & bénh nhin suy gan nhe. Sir dung thin trong & bah nhin suy gan trung binh. Chéng chi dinh
& bénh nhan suy gan njng.

TUOUNG TAC THUOC, CAC DANG TUONG TAC KHAC:

Chéng chi dinh phdi hop Ivabradin véi nhimg thube c6 khi ning ic ché CYP3A4 nhu thube khang nim azol (ketoconazol,
itraconazol), khing sinh nhém macrolid (clarithromycin, erythromycin ubng, josamycin, :clithmmycin), thude irc ché HIV protease
(nelfinavir, ritonavir) va nefazodon. Ketoconazol (200 mg mt Ian/ ngdy) va josamycin (I g x 2 lan/ ngly) ldm ting néng dd huyét
tuong trung binh cia Ivabradin lén 7-8 lén. |

Khéng nén phéi hop Ivabradin véi nhimg thudc co khi ning kéo dai QT nhu cdc thuéc tim mach (quinidin, disopyramid, bepridil,
sotalol, ibutilid, amiodaron), khéng phai thudc tim mach (pimozid, ziprasidon, sertindol, mefloquin, halofantrin, pentamidin, cisaprid,
erythromycin tiém tinh mach).

Thén trong khi phéi hep:

- Thuéc tre ché CYP3A4 trung binh: khi sir dyng ddng théi Ivabradin véi cc thude e ché CYP3A4 trung binh (nhu fluconazol), nén
bét diu & liéu 2,5 mg x 2 1An/ ngay néu nhip tim lic nghi trén 60 nhip/ phit va phai theo ddi chiit che. ;

- Nudc ép budi: néng  Ivabradin tang khoang 2 1An khi ding chung véi nudc ép budi. Do d6 khdng nén dung nude ép budi khi dieu
trj véi thuoc,

- Thude cam img CYP3A4: Thubc cam img CYP3A4 (nhu rifampicin, barbiturates, phenytoin, St John's wort) c6 thé lam giam ndng
d5 va thc dyng Ivabradin, C6 thé phai ditu chinh liu diing Ivabradin. St John's Worl lim giam mt nira ndng 49 Ivabradin, nén trénh
phéi hop.

QUA LIEU VA XU TRI: ) :

Qud liu Ivabradin cé thé gdy chjim nhip tim nghiém trong va kéo dai. Trong trudmg hop chim nhip tim cil:]lg v&i dung nap !myet déng.
kém, co 1hé didu tri triéu chimg bing cach ding thuéc kich thich beta tiém tinh mach (isoprenalin). C6 the djt méy tao nhip tam théi
néu can thiét. '

DONG GOI:

NISTEN: Hjp 2 vi x 14 vién

NISTEN-F: Hop 4 vix 7 vién.

BAO QUAN: Noi khd réo, tranh 4nh sang, nhigt 43 khong qué 30°C.
TIEU CHUAN CHAT LUQNG: Tiéu chun nha san xuat,

HAN DUNG: 36 thing ké tir ngay sin xult.

Sin xuét tai:

CONG TY TNHH DP DAT VI PHU

(DAVI PHARM CO., LTD)

La M7A, Puomg D17, Khu CN My Phude 1, X4 Théi Héa, huyén Bén Cit, Tinh Binh Duong, Vigt Nam
Tel: 0650-3567689  Fax: 0650-3567688




