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m Poc kj hudng ddn st dung trudc khi ding

Néu cdn thém thong tin xin héi y kién thdy thudc.
Chl dung thuoc nay theo su ke ddn clia thay thuéc.

GMP

NISTEN

(Vién nén bao phim Ivabradin)

THANH PHAN
M&i vién nén bao phim NISTEN chifa:
Ivabradin. ;. ... o= col . s sen 5mg

Ta dugc: Cellulose vi tinh thé, calci phosphat dibasic khan, copovidon, natri bicarbonat, silicon dioxyd, magnesi stearat, HPMC,
PEG 6000, talc, titan dioxyd, quinolin yellow lake, carmoisin red ... vita di 1 vién.

MOi vién nén bao phim NISTEN-F chifa:

Ivabradin.........coevuineqoinncnnnn... 7,5 mg

T4 dudc: Cellulose vi tinh thé, calci phosphat dibasic khan, copovidon, natri bicarbonat, silicon dioxyd, magnesi stearat, HPMC,
PEG 6000, talc, titan dioxyd, oxyd sdt vang, quinolin yellow lake, xanh green's ... vitadu 1 vién.

Pac tinh dugce luc hpc

Ivabradin la mdt chét ic ch€ chon loc va dic hiéu kénh If § nit xoang. Ivabradin tc ché& dong ion qua kénh f (If)din d€n lam glam
tan s tim don thuin ma khong 4nh hlrdng dén tinh co thit cd, tinh din truyén, hay tdi phin cyc tim thit, khong dnh huéng dén
truong luc mach ngoaibién.

Pic tinh dugc Iuc chinh clia ivabradin 12 gidm nhip tim phu thudc liéu diing. Phan tich mitc gidm nhip tim & liéu 20 mg x 214n/ ngay
cho thd'y xu huéng tic dung binh nguyén phu hdp vai glém nguy cd chdm nhip tim du’dl 40 nhlp/ ]ghut

Gliéu thong thudng, ivabradin lam nhip tim gidmkhodng 10 nhip/ phutlic nghi va géng sitc. Pi€u nay gitp gidm téi cho tim va tiéu
thu oxy cd tim. Ivabradin khong dnh hu’&ng dén sy dintruyén trong tim, tinh co cd tim hodc tdi phan cuc tim that:

- Trong cdc nghién ctu dién sinh Iy lam sang, ivabradin khéng c6 tic dung trén thdi gian din truyén nhi - thit hodc trong tam that
hoidckhodng QT dugc diéu chinh.

-0 bénh nhan r&i loan that trai (phan suit tong mau that trdi LVEF 30- 45%), ivabradin khong c6 batky anh hudng c6 hainao dé€n
LVEF.

Pactinh du’9’c dong hoc:

Ivabradin hap thu hoan toan sau khi udng nhung sinh kha dung chi dat khodng 40% do qua chuyen héa lan ddu. Nong do dinh dat
dugc sau khoéng 1 gi®s khi bung d6i nhung kéo dai thém 1 gid khi no va lugng hip thu ting khodng 20 - 30%. Ivabradin gidn két vi
protein huy&t tuong khoang 70%.

Ivabradin chuyén hoa & gan va rudt qua cytochrom P450 CYP3A4 thanh chat chuyén héa chinh N- desmethyl— 1vabrad1n (S-18982).

Chdtnay du’dc chuyen héa tlep theo bdi CYP3A4. Ivabradln ¢6 thai glan bén thai khoang 2 gid. C4c chit chuyén héa dugc bai tiét
qua nudc ti€u va phan Khoéng 4% liéu diing xuat hién trong nudc ti€u & dang nguyén ven. Nghién citu trén dong vat cho thdy
ivabradin c6 phan b6 vao sitame.

CHIDINH:

Dleu tri bénh machvanh

Diéu tri triéu chu’ng dau thit ngyc 6n dinh man tinh & bénh nhan mach vanh véi nhip nit xoang binh thudng. Ivabradin dugc diing
cho:

-Bénhnhan khong dung nap hoic chéng chi dinh véi cac thudc chenbeta.

- Phéi hgp v6i thube chen beta & bénh nhan khong kiém sodt dugc véi thudc chen beta liéu tdi da va bénh nhan c6 nhip tim trén 60
nhip/ phiit.

CHONG CHIDINH:
- Qud man vdiIvabradin hodc bt cif thanh phan nao ciia thudc.
- Nhip tim lic nghi dudi 60 nhip/ phiit tru6e khi diéu tri.
-S6c tim.
-Nhdimau cotim cap tinh.
-Gidm huyé&t 4p ning (<90/50 mmHg).
-Suy ganndng.
- Hoi chitng suy nit xoang.
-Bloc xoang tam nhi.
- Suy tim cap hodc khong dn dinh.
-Dung may tao nhip.
-Pau thit ngyc khong 6n dinh.
- Bloc nhi - that d6 3.
- Ph&ihop v6i cdc thude itc ché cytochrom P450 3A4 manh nhu thudc khdng nAm azol (ketoconazol, itraconazol), khang sinh nhém
macrolid (clarithromycin, erythromycin udng, josamycin, telithromycin), thudc tc ché HIV protease (nelfinavir, ritonavir),
nefazodon.
- Phu nit mang thai va cho con bu.

LUUY PACBIET VA THAN TRONG KHI SUDUNG:

Loan nhip tim

Ivabradin khong hiéu qud trong diéu tri hodc phong ngira loan nhip tim va dudng nhu mat tdc dung khi x4y ra loan nhip nhanh (nhu
nhip nhanh thi't hoic trén thit). Do d6 khong nén diing ivabradin & bénh nhin rung tdm nhi hodc céc loan nhlp tim khdc c6 dnh
hudng d€n chifc ning nit xoang.

Bénh nhan diéu tri véi 1vabrad1n phdi dugc theo ddi 1dm sang thudng xuyen dé phét hién rung tim nhi (lién tuc hoic kich phat),
nén theo doi dién tim dd n€u c6 diu hiéu trén lam sang. Nguy cd rung tam nhi cao hon & bénh nhan suy tim man tinh diéu tri v6i
Ivabradin. Rung tim nhi thudng gap hon & bénh & bénhnhén st dung dong thdi amiodaron hoic thudc chdng loannhipnhém1.
Theo d6i chdt ché bénh nhén suy tim man tinh virdiloan din truyén ndi tha't (phong b€ b6 nhdnh trdi, phong b& b6 nhénh phai) va
mitddng b6 tim that.

Bénh nhan bloc nhithdtdj 2

Khong khuyén ding ivabradin & bénh nhan bloc nhi thi't do 2.

.Bénh nhdn nhip tim chdm

Khong st dung ivabradin & bénh nhan cé nhlp tim lic ngh1 dudi 60 nhip/ phiit trudc khi diéu tri.

Trong qu4 trinh diéu tri nén diéu chinh gidm liéu néu nhip tim luc nghi thudng xuyén dudi 50 nh1p//phut hodc bénh nhan c6 tri¢u
chitng lién quan dén cham nhip tim nhv chéng mét, mét méi, gidm huyé&t 4p. Nén ngirng diéu tri néu nhip tim vin duy tri duéi 50
nhip/ phithoac nhip tim cham kéo dai.
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Phéi hop vdi cdc thudc chen kénh calci
Khong nén ph01 hgp ivabradin véi cdc thudc chen kénh calci lam gidm nhip tim nhu verapamil hogc diltiazem. Khéng c6 dit liéu vé
an toan khi phdi hgp ivabradin véi cac nitrat va cdc thudc chen kénh calei dihydropyridin nhu amlodipin.

Suy tim man tinh

Phdi 6n dinh tinh trang suy tim tru6c khi diéu tri v6i ivabaradin. S&t dung than trong & bénh nhan suy tim d6 IV theo NYHA do thi€u
dit liéu 8 nhém bénh nhin nay.

Séc

Khong stt dung ivabradin ngay sau khi x4y ra sdc.

Anh hudng thi gidc

Ivabradin 4nh hu’dng dén chUc ningcia vong mac. Cho dén nay van chua c6 biing chitng tic dung c6 hai clia thuoc, trén vong mac.
Nén ngirng thudc néu batky ton thuong thi gidc ndo xdy ra. Nén thin trong § bénh nhin viém vong mac sic (6.

Bénhnhdn gtam huyetap

Chua c6 day didirliéu s bénhnhin gidm huy€t 4p nhe ti trung binh, do d6 nén thin trong & nhitng bénh nhan nay. Chéng chi dinh
ivabradin §bénh nhan gidm huyet dpnang (<90/50 mmHg)

Bénh nhén bi hji chitng QT bdm sinh hodc dang diéu trivdi thuéc c6 khd ndng kéo dai QT

Khdng nén st dung ivabradin & b¢nh nhan bi hdi chitng QT bam sinh hodc dang diéu tri vdi thudc c6 kha na ng kéo dai QT. Néucan
thlet phdi phéi hdp phéitheo doitim chatché.

D¢ xa tim tay tré em.

SUDUNG CHO PHU NU CO THAI VA CHO CON BU:
Khong sit dung ivabradin cho phu nit ¢6 thai va cho con b.

TAC DONG TREN KHA NANG LAIXE VA VAN HANH MAY MOC:
Thuéc khdng 4nh hu’dng dén kha ning l4i xe va van hanh mdy méc. Tuy nhién, ivabradin c6 thé gay dom d6m mit thodng qua khi
c6 su thay doi dot ngdt ve cudng dd dnh sang, dac biétkhildi xe bandém. Vivay nénthin trong.

TAC DUNG KHONG MONG MUON:

Rdt thuong gdp: dom d6m mit.

Thuong gdp: Nhitc dau (thudng trong thang diéu tri dau uen) md mit, chéng mat, chAm nhip tim, bloc nhi thatdé 1, ngoal tam thu.
Khong thuong 8dp; tang bach ciu va eosin, ting ure huy&t, ngat, tim dap nhanh, gidm huy€t 4p, khé thd, budn non, tio bén, tiéu
chay, phu mach, ndiban, chudt rit, suy nhugc, mét méi, ting creatinin.

Hiémgap: ban dé ngu’a ndimay day, khé chiu.

Rdt hiém gdp: rung tAm nhi, bloc nhi tha't do 2, bloc nhi that do 3, hoichitng suy nit xoang.

Théng bdo cho thay thudc cdc tdc dung khéng mong mudn gap phdi khi sit dung thuéc.

LIEUDUNG - CACH DUNG:

Diéutri bénhmachvanh

Liéu khéi dau thong thudng: Smgx 2 1an/ ngay. Sau 3 - 4 tudn c6 thé ting 1én 7,5 mg x 2 1an/ ngay tuy vao dap ing diéu tri. Néu
trong qud trinh diéu tri nhlp tim lic nghi thu’dng xuxen dudi 50 nhlp/ phit hodc bénh nhén c6 triéu chitng lién quan dén cham nhip
tim nhu ch6ng mét, mét moi, glém huy€t4 ap, nén diéu chinh liéu khodng 2,5 mgx 21an/ngay.

Nénngirng diéu tri n€u nhip tim van 1 duy tri du6i 50 nhip/ phithoac nhip tim chim kéo dai.

Nguoi gia: Obénh nhén>75 tudi, nén bat diudung lidu thap (2,5 mg X 214an/ngay) trudc khi ting liéu néu can thiét.

Suy than: Kh6ng cin thi€t diéu chinh liéu & bénh nhan suy than c6 do thanh thdi creatinin trén 15 ml/ phit. Khong c6 dit liéu st
dung thudc & bénh nhadn c¢6 d6 thanh thdi creatinin du6i 15 ml/ phit. Do d6 nén than trong.

Suy gan: Khong can thi€t diéu chinh liéu & bénh nhan suy gan nhe. St dung thin trong & bénh nhan suy gan trung binh. Chéng chi
dinh 8 bénhnhan suy gan ning.

TUONGTAC THUOC CACDANG TUONG TACKHAC:

Chéng chi dinh phi hgp ivabradin v6i nhitng thudc cé khd nang e ché CYP3A4 nhu thudc khdng ndm azol (ketoconazol,
itraconazol), khdng sinh nhém macrolid (clarithromycin, erythromycin uong, Josamycm telithromycin), thudc e ché HIV
protease (nelfinavir, ntonavnr) va nefazodon. Ketoconazol (200 mg mot14n/ ngay) va josamycin (1 g x 2 1an/ ngay) lam ta ng ndng
dd huyét tuong trung binh clia ivabradin1én 7 - 8 1an.

Khéng nén phéi hgp ivabradin véi nhlrng thudc c6 kha ning kéo dai QT nhu cdc thudc tim mach (quinidin, disopyramid, bepridil,
sotalol, ibutilid, amiodaron), khéng phdi thudc tim mach (pimozid, ziprasidon, sertindol, mefloquin, halofantrin, pentamidin,
cisaprid, erythromycm ti€m tinh mach).

Thantrong khlPhOl hgp:

- Thudc e ché CYP3A4 trung binh: Khi st dung ddng thdi ivabradin véi cdc thude e ch€ CYP3A4 trung binh (nhu fluconazol),
nénbdtdau dliéu 2,5mgx 21an/ngay n€u nhip tim liic nghi trén 60 nhip/ phutva phéitheo doichatché.

- Nu6c ép budi: nbng do ivabradin ting khoang 2 14n khi diing chung v6i nudc ép budi. Do d6 khong nén diing nudc ép budi khi
diéu tri vi thudc.

- Thudc cim ting CYP3A4: Thudc cim ttng CYP3A4 (nhu rifampicin, barbiturat, phenytoin, St John's wort) c6 thé lam gidm nong
dd va tdc dung ivabradin. C6 thé phai diéu chinh liéu dung ivabradin. St John's wort lam gidm mot nita ndng do ivabradin, nén
tranh ph&i hgp.

QUA LIEU - XU TRIi:
Qui liéu 1vabrad1n co thé gay cham nhip tim nghiém trong va kéo dai. Trong trudng hop chdm nhip tim ciing vdi dung nap huyét
dong kém, c6 the diéu tri triéu chitng bang cach ding thudc kich thich beta tiém tinh mach (isoprenalin). C6 thé dit may tao nhip
tam thd¥i n€u can thiét.

PONG GOI: NISTEN: Hop2vix 14vién.
Hop 6 vix 10 vién
NISTEN-F: Hop4 vix 7 vién.
BAO QUAN: Ndi khé rdo, tranh 4nh sdng, nhiét 6 khong qué 30°C.

TIEU CHUAN CHAT LUONG Tiéu chuan nha sdn xuit.
HAN DUNG: 36 thang k€ tir ngay sn xuat.

San xuit tai:

CONG TY TNHH DAVI PHARM (DAVI PHARM CO., LTD)
Lo M7A, buong D17, Khu CN My Phudc 1, Phuong Théi Hoa,
Thi xa B&n C4t, Tinh Binh Duong, Viét Nam

Tel: 0650-3567689  Fax: 0650-3567688
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