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Rx
HUGNG DAN SU DUNG THUOC

Thudc bdn theo don. Néu cdn thém théng tin, xin héi y kién bdc sT.
Doc ki hudng din sd dung trude khi ding. D& xa tim tay cia tré em.

Nebistol smg

(Nebivolol 5 mg)

THANH PHAN: M3i vién nén chia

Nebivolol hydroclorid tuong duong

Nebivolol 5mg

Td duge: Lactose monohydrat, tinh bt tidn gelatin hda, croscarmellose natri, polysorbat 80, povidon K30, crospovidon, colloidal anhydrous
silica, magnesi stearat,

DUGC LYC HOC

Nebivolol thuc nhém thudic e ché beta chon lgc.

Nebivolol 12 hdn hgp clia hai loai déng phan quang hoc, SRRR-nebivolol (hodc d-nebivolol) va RSSS-nebivolol (hodc I-nebivolol). Thufic phdi
hgp hai tdc dyng dugc ly:

- DGi khang thy thé beta c6 chon loc va canh tranh: Tac dung ndy 14 clia déng phan SRRR-enantiomer (d-enantiomer).

- Gdy gidn mach nhe do tuong tdc véi L-arginin/nitric oxid NO trén duing di.

Dung nebivolol don liéu hay nhéc lai lam gidm nhip tim va ha huyt 4p khi nghi ngoi va van ddng thé Iyc, & c& nhiing ngudi c6 huyét 4p
binh thubng va cd nhilng ngudi bé&nh ting huyét 4p. Hiéu qui ha huyét 4p dugc duy tri khi didu trj 1au dai.

pugc pONG HOC

Hép thu: C4 hai d6ng phan quang hoc clia nebivolol déu hép thu nhanh sau khi uSng. Viéc h&p thu nebivolol khong bi dnh hudng bdi thitc
an, do do nebivolol ¢ thé dugc diing khong phy thudc vao bla 4n. Sinh khd dung duting udng clia nebivolol trung binh 13 12% & nhiing
ngudii chuyén héa nhanh va hdu nhu hoan toin & nhiing ngudsi chuy8n héa cham.

Phén bd: Nebivolol dugc chuyén héa nhidu, mot phdn tao thanh chdt chuyén héa hydroxyl cé hoat tinh. Mdc 6n dinh trong huy8t tuong &
hdu hét chii thé (& nhilng ngudii chuyén héa nhanh) dat ducc trong vong vai ngay cho cic chat chuyén héa hydroxyl. Trong huy&t tuong, ca
hai dang déng phan nebivolol ph4n I6n dugc ket hop véi albumin. G&n ket véi protein huyét tuong 13 98,1% d6i véi dang SRRR-nebivolol va
97,7% d6i v6i dang RSSS-nebivolol,

Chuyén hod: Nebivolol dugc chuyén héa qua sy hydroxyl héa vong no va vang thom, khir alkyl & N- va glucuronid héa, ngodi ra con hinh
thanh cédc glucuronid clia cdc chat chuyén hda hydroxyl. Sy chuyén héa clia nebivolol biing céch hydroxyl héa vdng thom tily thudc vao tinh
da hinh oxy hda c6 tinh chat di truyén phy thudc CYP2D6. Vi ¢6 nhiéu muc d6 chuyén héa khdc nhau, lidu ding cla nebivolol nén lubn dugc
diéu chinh theo ddp ing clia ting bénh nhan: Nhilng ngudi chuyén héa thdp cdn nhing liéu thdp hon,

Théi tru: O nhing ngudi chuy8n héa nhanh, thdi gian bén thdi clia cac dang déng phan nebivolol trung binh 1a 10 gis. G nhing ngudi
chuyén hda chdm, thdi gian dai hon ti 3 d&n 5 I4n. O nhing ngudii chuy&n héa nhanh, théi gian bn thai clia cdc chat chuyén héa hydroxyl
clia cd hai dang déng phan trung binh 1 24 git, va g&p doi thdi gian & nhing ngudi chuyén héa chdm. Mot tudn sau khi dung thufc, 38%
liéu ding duge bai tiét qua nudc tiéu va 48% qua phan. Sy bai tiét qua nubc tifu dusi dang khong ddi clia nebivolol nhd hon 0,5% liéu dung.
CHI DINH

Diéu tr] tdng huy&t 4p.

Biéu trj suy tim man tinh 8n dinh mdc d§ nhe hodc trung binh ngodi céc diéu trj tiéu chudn & nhiing b&nh nhan > 70 tudi.

LIEU DUNG VA CACH SU DUNG

Céch ding:

Ubng NEBISTOL 5mg véi nudc. C6 thé dung truc, trong, hodc sau khi &n, t6t nhat uSng vio cling mot thdi diém méi ngay.

Liéu ding:

Diéu trj tang huyét ap

Nguai Idn: Liéu théng thuding 12 1 vién/ngdy, t6t nhit udng vao cling mét thai diém mdi ngay. C6 thé uSng ciing véi bila an.

Higu qua diéu trj thudng dugc ghi nhan sau 1 - 2 tudn diéu tri. DGi khi hidu qud t6i w chi dat duge sau dén 4 tudn didu tr.

Bénh nhan cao tudi (> 65 tudi) vé bénh nhan suy than: Liu khdi d4u thong thubng 12 % vién/ngdy. N&u cdn thigt, c6 thé ting I&n dén 1
vién/ngay. C4n than trong va theo ddi chat ché khi s dung thudc & nhilng bénh nhan trén 75 tui.

Tré em va thanh thiéu nién: Nebivolol khéng dugc khuy&n céo sif dung cho trd em va thanh thifu nién < 18 tufi do chua ¢6 dd ligu vé do
an toan va higu qua.

Diéu trj suy tim man tinh

Ngu@i In: Liéu khi ddu: % vign/ngay. C6 thé ting 18n thanh % vién/ngay sau 1 - 2 tudn diéu tri, tip d6 13 1 vién/ngay va ti€p theo 13 2
vién/ngay cho d&n khi dat di liéu phil hop.

Liéu t6i da: 2 vién, udng méi ngay 1 I4n.

Khong nén ngiing thudc dot ngdt do diéu ndy s& Iam ning thém tinh trang suy tim. N&u bit budc phdi ngiing, nén ngitg thuc bing cach

gidm liéu tir tir ting budc sau méi tudn, ’
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Bénh nhan suy thgn: Khong cdn diéu chinh lifu & bénh nhan suy thin nhe dén trung binh, liéu dung nap t6i da sé& dugc diéu chinh tuy theo
ting c4 thé. Khong khuy&n cdo sif dung thudc nay cho b&nh nhan suy than ndng (n8ng d¢ creatinin huy8t thanh > 250 pmol/L).

Bénh nhén cao tudi: Khong cdn diéu chinh liéu & bénh nhan cao tudi, liéu dung nap t6i da sé dugc diéu chinh tuy theo ting c4 thé.

Tré em va thanh thiéu nién. Nebivolol khong dugc khuy&n cdo sif dung cho trd em va thanh thi€u nién < 18 tudi do chua c6 dif ligu vé do
an toan va hiéu qud.

CHONG CHI BINH

Nhay cdm vdi b4t ct thanh phdn ndo clia thudc.

Thi€u hyt chic ning gan hoic suy gidm chdc ndng gan.

Suy tim cdp tinh, s6c tim hodc dgt suy tim mat bl cdn dugc tiém tinh mach thulic hudng co.

Nhip tim chdm (< 80 nhjp/phit).

MGt s6 ri loan nhip tim nghiém trong (nhu bigc nhT - that d6 2 va do 3, r6i loan din truyén tim).

Tién sl hen phé quin va co thdt ph& quin.

U t& bdo ua sic khong duge diéu tri.

Nhiém toan chuy€n hod.

Nhip tim chdm (< 60 nhip/phdt).

Ha huyét dp (huy€t dp tdm thu < 80 mmHg).

RGi loan tudn hodn ngoai vi nghiém trong.

Suy thdn ndng.

THAN TRONG

St dung nebivolol thdn trong trong nhitng truing hp sau:

Nhip tim chim b4t thuding.

Bau ngyc do co thit mach vanh ty phdt (dau thdt ngyc Prinzmetal),

Suy tim sung huy&t chua dugc diéu trj, tr khi tinh trang bénh da duge 6n dinh.

Bl6c tim do 1.

REi loan tudn hodn ngoai vi ning (vi dy hoi ching Raynaud).

Déi thdo dudng: Thubc khong dnh huding dén duing huyét nhung c6 thé che ddy cdc d&u hidu cdnh bdo khi dubing huyét thdp (vi dy: Danh
tréng ngyc, nhip tim nhanh).

Cuting gidp: Thuc c6 thé che ddy cdc d4u hiu nhip tim nhanh bét thubing do cudng gidp.

Dj uing: Thudc c6 thé 1am tang phan dng dj Uing clia bénh nhan.

Néu bénh nhan dang phdu thudt, phai théng bdo cho cdc bac s§ gdy mé riing dang sl dung nebivolol trude khi duge gdy mé.

PHU NO €O THAI VA CHO CON BU

Phy ni cd thai:

Nebivolol ¢é nhiing tic dong vé mat dugc Iy c6 thé gy hai cho phy nil c6 thai va/hodc thai nhifré so sinh, Khéng nén sl dung nebivolol
trong thi ky mang thai tri khi vigc st dyng 1a cdn thigt. NEu bit budc phdi diéu tri bing nebivolol thi phai kifm soat lugng méu qua nhau
thai va sy phét trién cla thai nhi,

Phy ni cho con bu:

Nghién ciu trén dong vat cho thdy nebivolol tiét dugc qua sda. Nhung chua biét nebivolol ¢6 qua dugc sTa me hay khong. Do d6, khéng nén
dung nebivolol khi dang cho con b,

TAC BONG CUA THUGC KHI LAI XE VA VAN HANH MAY MGC

Khong cd nghién ciu vé téc dong cla thufic trén ngudi Idi xe va vdn hanh may méc. Tuy nhién, do thudc cé thé gdy chodng véng, chéng
mdt hodic mét mdi, nén thén trong st dung thudc khi I4i xe v van hianh mdy méc.

TUONG TAC THUOC

Tuang tdc duge lye hge

Két hgp khéng khuyén cdo:

Céc thudc chéng loan nhip nhém | (quinidin, hydroquinidin, cibenzolin, flecainid, disopyramid, lidocain, mexiletin, propafenon): Téc dong lén
thdi gian ddn truyén nhi - tht va ting tdc dong huéng co m tinh.

Cdc thudc chen kénh calci nhu verapamil/diltiazem duting uSng va cdc thubc chen beta cé thé duge ding ph6i hgp dé didu tri dau thdt ngyc
va ting huyét 4p, tuy nhién ¢ hai thudc déu 1am gidm hoat dong clia tim, chdm nhip tim, bi6c nhi thét, suy tht tréi, do d6 néu ding phéi
hop cén than trong. Nhiing ngudi b&nh c6 thigu mau co tim hofic suy tim ndng ¢6 nguy ¢d cao, cn diic biét luu y.

SU dung déng thdi véi nhiing thubc chen beta nhu nebivolol c6 thé Iam ting kha ndng cham nhip tim & ngudi dang diing cdc thuSc chéng
tdng huy€t dp téc dgng I&n trung uong (clonidin, guanfacin, moxonidin, methyldopa, rilmenidin) va c6 thé 1am tdng nguy cd tang huyét dp
héi ing ndng khi ngiing thudc, do do phi ngiing thubc chen beta trong 1t ngay (7 - 10 ngdy) trudc khi bit ddu didu tri béng céc thudc do.
Két hgp dugc st dung than trong:

Cdc thuSc chbng loan nhip nhém 11l (amiodaron): Tang tac dgng I&n thai gian din truyén nhi - that,

Thudc gdy mé halogen bay hai khi sif dung dfng thai c6 thé Iam gidm nguy co nhip tim nhanh phdn xa va ting nguy cd ha huyét 4p qud
mic.

Insulin va cdc thuSc chdng d4i thdo dubng dubing uding khi diing déng thdi véi nebivolol ¢6 thé gdy che I1&p cac tridu chiing ha duting huyét
(dénh trng ngyc, nhip tim nhanh),

Két hgp chi duge ding sau khi di xem xét can than:

Cdc glycosid digitalis: St dyng dfng thdi vi nebivolol ¢ thé 1am tang thdsi gian din truyén nhi - that.

Cdc thudc chen kénh calci nhém dihydropyridin (nhu amlodipin, felodipin, nifedipin, nicardipin) khi diing déng thi véi nebivolol cd thé 1am
tang nguy cd ha huyét 4p, tang nguy co suy gidm chic ndng bom mdu clia tdm that & bénh nhan suy tim.
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Céc thudc chdng loan thén va thudc chéng trdm cam (nhu thubc chéng trdm cdm 3 vong, barbiturat va phenothiazin) khi ding d6ng thdi c6
thé 1am tang tac dyng ha huy8t 4p cba cac thudc chen beta.
Cdc thudc cudng giao cdm khi ding déng thdi véi nebivolol cd thé gay nguy co tang huyét 4p, cham nhip tim, bléc tim.
Tuong tic duge ding hoc
Nebivolol chuyén héa qua CYP2D6 isoenzym, diing déng thdi nebivolol véi céc chat e ché enzym nay nhu paroxentin, fluoxentin, thioridazin,
levopromazin, quinidin, chloroquin, dextromethophan, terbinafin s& Iam ting néng dé trong huyét tuong ciia nebivolol, din dén 1am tang qua
mic nguy cd chdm nhip tim va cdc tdc dyng khéng mong mudn ciia nebivolol.
Diing déng thi nebivolol va cimetidin 1am tdng néng d§ nebivolol trong huyét tuong nhung khéng anh huing trén [4m sang.
Ding két hgp nebivolol va nicardipin lam ting nhe néng df trong huyét tuong ciia ca hai thuSc, nhung khtng anh hudng trén lam sang.
TAC DUNG KHONG MONG MUGN
Ddi vdi ngudi bénh tang huyét 4p:
Thudng gap:
RGi loan hé thdn kinh: Nhic ddu, chéng mat, dj cdm (cAm gidc bat thuting).
RGi loan hd hdp, nguc va trung thdt: Kho thd.
RGi loan tiéu héa: BuSn non, tdo bon, tigu chay.
R loan toan than va finh trang tai chd diing thuc: M&t méi, phu.
It gap:
R6i loan tdm thdn: Ac méng, trdm cam.
R6i loan thj gidc: Suy gidm thj Iyc.
Rdi loan tim: Cham nhip tim, suy tim, chm d&n truyén/ bi6c nhi that,
Ri loan mach mau: Ha huygt dp, dau & cdc chi do méu cung cdp khong 6n dinh.
RGi loan ho hp, ngyc va trung that: Co thit phé quin.
R6i loan tigu héa: Khé tidu, ddy hoi, nén mira.
Da va cdc r6i loan m6 dudi da: Ngua, ban dé.
R6i loan tuy€n vii va co quan sinh sdn: Liét duong,
Hiém gdp:
R@i loan hé thdn kinh: Ngét.
Da va cdc r6i loan mé dudi da: TrAm trong hon bénh vay nén.
D4i vdi ngudi bgnh suy tim man tinh: Nang thém tinh trang suy tim, ha huy8t &p thé ddng, phi né chi dudi.
Théng béo cho thdy thudc tic dung khéng mong mudn gip phai khi sir dung thudc.
QUA LIEU VA CACH XU TRi
Trigu ching: Cham nhip tim, ha huy8t dp, co thdt phé quin va suy tim cp tinh.
XU trl: Trong truding hop qué liéu hodc qud m3n cdm vdi bt ky thanh phdn ndo clia thudc, ngudi bénh cdn dugc gidm sat chit chd va duge
diéu tri dudi sy chdm séc dic bigt. Lugng duding trong mdu nén dugc kiém tra thudng xuyén. D lugng thudc con tén dong 4 da day - rugt
duge loai bo béng cdch rifa da day hodc ding than hoat va thudc nhuan tring. HO hip nhan tao 1 cén thiét. Nhip tim chdm hodc phan
tng phé giao cdm qué muc nén dugc diéu trj bing cach dung atropin hodic methylatropin. Ha huy8t 4p va séc nén duge diéu tri b&ng huyét
tuong/ chét thay th& huyét tuong va, néu cdn thiét, diing cdc catecholamin. Cdc tic dung clia thubc chen beta c6 thé duge khdc phyc bing
cdch tiém tinh mach cham isoprenalin hydroclorid, khdi ddu véi mot liéu 5 pg/phit; hoic dobutamin, khi d4u véi liéu 2,5 pg/phit, cho dén
khi thu dugc higu qua mong mudn. Trong nhiing truting hgp khé tri, isoprenalin c6 thé dudc k&t hgp véi dopamin. NEu didu ndy khéng hiéu
qud nhy mong mudn, hodc, ¢6 thé tiém tinh mach glucagon 50 - 100 pg/kg. Néu cdn thiét, nén tiém tinh mach 1dp lai 70 pg/kg glucagon
trong vong 1 gid, c6 theo ddi. Trong truiing hop nhip tim cham qud mudc dé c6 thé dép Ung véi didu tri, c6 thé dung thém mdy diéu hoa
nhjp tim.
HAN DUNG: 36 théng ké tif ngay sin xudt.
BAO QUAN: Noi khd, mét (dudi 30 °C). Tranh 4nh séng.
TIEU CHUAN:  TCCS.
TRINH BAY: Hop 01 i, vi 14 vién.
Hop 03 vi, vi 10 vién.
Hép 05 vi, vi 10 vién.
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