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Tic dung khdng mong mubn: .

Ciie tic dung khéng mong mudn thuémg gip nhit (tv 18 glip phai tir 1 -
10%) 1a dau ddu, chéng mit, mé mdi & dj cam, Cie tie dyng khing
mong mudn khac duge ghi nhin & 1% bénh nhin 13 cim Lgnb, iéu chiy,
tho bén, budn ndn, kho the va phit né, Cic tic dyng khing mong mubn
dién hinh khi sir dung chét déi khang béta-adrenergic dwge ghi nhiin & ft
hom 1% bénh nhin 1 ship tim chim, din truyén AV chim, chin AV, ha
huyét dp, suy tim, tang dau cdch hdi & chin, gidm thi lye, rim cim, gip
dcmng, kho tigw, diy hoi, non, co thit plliguﬁnv!lphitbm.

Suy tim sung huyét hogc bléc tim ¢ thé dhigﬂynﬁnhm'ggbhh
nhin dang ¢é cc rbi loan tim tiém in. Tinh trang cAng thing, budn ngi,
viém miii, dau co, dau khép, ting tiét mo héi, gidm xie gide, viém phé
quitn, chén thirong, dau hmg, dau ngye, viém hong, mit ngi, nhiém
virus, trigu chimg gidng nhur bj cim, chimg ching mAt, lo ling, viém
phii, viém mang phdi, di cam, bénh thiin kinh ngogi bién, loan tim thin,
b&nhvéw.phithmdl.:fwh g toc 6 the phyc hdi da ducc ghi
nhin, Céc trién chimg & mat bao gom gidm tiét nirde mit, giam thi e
virdau nhire mir.

Ciic phn tmg huyét hoc bao gém ban xuit huyét khing do gidm tidu
citu, gidm tiéu chu, v tinh trang mdt bach cdu hat it gip hon. Tinh trang
tiing bach ciu di toan trong méu thoang qua ciing co the xdy ra. Céc tic
dyng khong mong mudn khic bao gom triéu chimg gisng bi bénh hipus,
bét lre & nam gidn, ha dwémg huyét, viém phiic mac xo hoa va xor hda sau
phiic mge.

Thing bio ngay cho bic 8§ hodc duyge s§ nhimg phan ing cd hai
glip phii khi sir dyng thube.

Qui li¢u vi cich xirtriz ! ;

Trigu chimg: Nhip tim chim, ha huyét dp, co thit phé quén va suy tim
cip tinh,

Biéu tri qud lidw: Cin dinh gia ndng 49 glucose-miu vi didu trj trigu
chimg, diéu trj hi trg.

Bc tinh dwgee lye hoe:

MiATC: COTABI12.

% thubc:

i trj thing huyét ap v ciin, mire 4 nhg v vira phai.

Nebivolol li mét hiin hep racemie ciia hai ddng phin 461 quang, SRRR-

nebivolol {hofic d-nebivolol) vt RSSS-nebivolol (hodc l-nebivolel).
kéthgp hai hogt tinh duge Iy

Nebivolol la chit d6i khang thy thé Bl c6 chon loc vil canh tranh. Tée

dyng iy giy rabéi ding phéin quang hocd.

Nebivolol c6 dijc tinh giy gifin maeh nhe do twomg tie qua con dudmg L-

arginin/nitric oxit.

Nebivolol giip lam gidm nhip tim va ha huyét ap khi nghi ngoi va khi

vin dong the lue. O nguéi tinh nguyén khoe manh, acbivolol khéng giy

anh hiromg dang ké dén kha ning gang sire 161 da vitinh bén bi. Che thir

nghiém in-vitra va in-vive & ddng vit cho thiy nebivolol khong od thc

dyng gidng gino cim ni sinh v nebivolol & cae lidu duge y khing c6

tée dung kim dn dinh méng té bao. O lidu diéu tri, nebivolol khing ¢o tc

dyng giy ddi khang hé alpha-adrenergic.

Diic tinh dwye d :

Nebivolol ¢ thé uting cimg hofic khang cimg thire in v némg di dinh

trong huyét tiromg dat dirge khoding 2-6 giiy sau khi dimg. Chuyén hoa

mgnh m{t philn dé cho cic chét chuyén hoa hydroxy. Sinh khi dyng cia

nebivolol trung binh 1a 12% & nguii chuy#n héa manh (EM) va sinh kha

dung hiu nhir hodn toan & nguoi chuyén hoa yéu (PM), nhumg sinh kha

dung trung binh cia timg dang déi hinh va cia ede chit chuyén héa
hydroxy 14 thiit sy twong dwong gitm EM va PM vi khéng cd khiic biét
v tic dyng duge Iye,
Nong dj trong huyét twong trong trang thii on dinh véi nebivolol da dat
duge trong 24 gily & nhidu ngued EM. Cée thid gian bin thii ctiacéc ch
chuyén héa hydroxyl ciia ca 2 dang dbi hinh 13 24 giér & nguoi EM va
kéo dii géip d6i & ngirdd PM. Niing dd trong huyét nrong t5 18 thudin visi
lidu lugmg va duge déng hoc cisa nebivolol khiimg chiju anh huimg bai
tudi tic. Nebivolol gin?:hmmm : d-nebivolol gin
98,1%, com l-nebivolol gin 97.4% vio albumin-huyet twong,
Khoang 52% liéu diing dio thi qua mrde tidu vA khoang 1 5% qua phin
ciin ngudi PM sau khi ndng thube mit tuiln,
Quy edch déng goi:
:mam 10 vi, mdi vi 10 vién.

ki§n bao quin:
Bao quin & nhiét dé khéng qua 30'C, & noi khé rio.

Han diing: 3 4
24 thiing ké tir ngay sén xudit. Khong dimg thudc da hét han ding ghi
trén bao bi.

Tiéu chuin chit lugng cia thube:

Tiéu chudn oo sdr sin xudt,

Tén, dja chi co s& sin xufit:

Medley Pharmaceuticals Lid., Lane No.3 Phase-1, SIDCO Complex,
Bari Brahmana, Jammu-181133, An-dd.
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Rx-Thufic ké don

VIEN NEN NEVOL 2,5/5
(Vién nén Nebivelol Hydrochloride)
DAN SU DUNG THUOC
Dyc k§ hrdmg diin sir dung trwde khi ding. DE xa thm tay tré
em. Thilng bio ngay cho béc 5§ hodc duge s§ nhing phan img co
bl gip phil khi sir dung thube. Thube miy chi dimg theo dom
thusbe. Khi ¢in thém thing tin xin héi § kién béc .

Thanh phiin:
Viénnén NEVOL2,5:

. Thanh phiin hoat chit:

Madi vién nén khong bao chira Nebivolol hydrochloride, tuong dwong
2. 5mgnebivolol.
Thanh phiin ti dwge:
Lactose monohydrate, microcrystalline ccllulose PH 101,
croscarmellose sodium, povidone K-30, polysorbate 80, sodium lauryl
sulphate, colloidal anhydrous silica , magnesium stearate, ponceau 4R
lake (tiéu chun corsérsin xudt).
Vién nén NEVOL5:
Thénh philn hogt chit:
Moi vién nén khong bao chira: Nebivolol hydrochloride, twong duong 5
mgnebivalol.
“Thanh phin i durye:
Lactose monohydrate, microcrystalline cellulose PH 101,
croscarmellose sodium, povidone K-30, polysorbate 80, sodium lauryl
sulphate, collpidal anhydrous silica, magnesium stearate,
Dang bio ché:
Vién nén NEVOL2,5:
Vién nén khing bao, hinh tron, mawhdng, hai mat 1bi.
Vién nén NEVOL5: y
Vién nén khdng bao, hinh trdn, mau tring, hai matloi,
Chidinh:
Dé dicu tri cd¢ tnrimg hop tang huyét dp vo clin tirnhe dén vim,

diéy tj suy tim man tinh &n dinh nhir mij thudc hé trg cho phuong
phép didutrj tidu chudn & bénh nhén b 70 tui trolén.
Liéu ditng va cich dimg:

“Tiing h

Bénh nhdﬂxﬁrhdmuéukhbiﬂuhhuy&cko!iz S mg mdingay. Lidu
dlting hing nghy o thé durge ting 1én tn § mg néu chn thide.

Bénk nhdn suy gan: Thude nebivolol chim duge nghién cim & bnh
nhiin suy gan, do d6 khing khuyén cdo ding thube @ nhém bénh nhin

iy,
Nil‘l;iimotutﬂu L
Li Hﬁiﬁukhw&cswbenhnhﬁnniﬁimuﬁlhliumg&dﬁg
hiing nghy. C6 thé ting lidu ding hing ngly &n Smg néu cin thié. Do
I:jnhng-hiﬁnﬁiéun'iﬁb@:.hnhinhh?inﬁimhmc&é,dnlh:
trpng va theo dii chit ché tinh trang cia nhom bénh nhin siy khi di
trj viri thude.
Suy fim man tinh (CHF):

diéu tri suy tim man tinh én dinh, phai ting 1iéu tir i cho dén khi dat
dirgre lidu tdi rru i voi timg bénh nhin. Piéu chinh Lidu ting dén nén
dirgre tién hinh theo bimg budne saw, i khoang cich gia cic Kn tang
liéu B 1-2 tudin thy theo kha ning dung nap cia bénh nhin: 1,25 mg
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nebivolol, ting dén 2,5 mg nebivolol diing mii ngiy mét i, sau d 1 5
mgz diing m3ingdy mit 1in va saudd 14 10 mg mdi ngdy mdt1in. Licudi
da khuyén cio la 10 mg nebivolol mdi ngay mot lin.

Bpnh nbdin suy thin:
Khong ciin diéu chinh liéu lirong & bénh nhin suy thin mire 43 tir nhe
dén vira do viée ting dén lidu 18 da dwoc dicu chinh theo timg bénh
nhin. Chira ¢4 kinh nghigm diéu trj & bénh nhin suy thin nang (mire
ereatinin huyét thanh > 250pmel/L). Do d6 khing khuyén céo sir dung
nebivolol onhimg bénh nhén nay.

Bénh nhin suy gan;

Dit liéu ddi vér bénh nhin suy gan con han ché. Do 46, ching chi dinh
sirdung nebivolol &nhimg bénh nhin niy,

Negredvi cao tudi:

Khéng cin diéu chinh Lidu vi liéu 161 da dung nap duge d8 duge diéu
chinh cho timg bénh nhin.

Tréem:

Khong ¢b dit ligu vé lidu dimg déi véi binh nhi. Khuyén co khang
ding thube cho tréem,

Cieh ditng: y 4

Dimg mét vién nén 2,5/5 mg mdi ngdy, 1t nhit la udng véo cang mét
thén diém trong ngay, cung hodc khong clng véi thire 4n,

Chéng chidjnh :

- Qué man cim véi nebivolol.

- Suy gan hofic hur hai chire ning gan.

- Khi mang thai va thési ky cho con bi.

= Tré em, vi chira chimg minh duoe 40 an todn v higu e,

- Chodng ngudn ge tim.

- Suy tim cap tinh.

- Sbe tim hofie suy tim mit bit cin sir dung thube ting co bop co tim trre

- Bénh tim khong kiém sodt dure.,

= Nhiém acid chuyén hoa. g
- Hi chimg xoang tim bao gdm nhip tim ¢him (tin 56 tim < 50 nhip /
phﬁ‘ri; blée xoang-nhi.

- U i bio wacrém chua didu trj.

- Hen phé quan.

-Bloctimdg2 vady3.

- Tuthuyétdp (huyét ip tim thu nhé hon 90mmHg).
- Roi logn tuin hoin ngoai bién nghiém trong.

- Biéu irj biing verapamil.

Cinh bio vi thin trong khi ding thude

Thin trong dic bidt:

Timmach:

Khéng nén ding thube d6i khang béta - adrenergic cho bénh nhin bénh
tim xung huyét chua diéu tri, trir khi tinh trgng 83 6n djnh. Mt trong
m;mmaug@mM'mb!wamﬁnig@m&nﬁ'
Ngimg dgt ngdt dicu trj ¢ thé gly con kich phit dau thit
nhén bi bénh tim thiéu méu eye bo, Ngimg diéu i ein dén din ( rong
ving tir 1-2 tuiin ) vii b¢nh nhin durgre diin di hgn ché ¢ dd lao
djng hm&ﬂﬁigimmﬁcéth&ng&ugthuﬁn.l{hiﬁnsﬁﬁmhmmg 50-
55 nhip moi phit lac nghi ngoi va / hofic béah nhiin ¢6 cic triéu chimg
chii quan vé nhip tim cham, thi cin gidm liéu thude,

Ciic thude doi khéng béta — adrenergic cdn dimg thin trong trong cdc

trieomeg hop sau:
- Réi logn tudn hoin ngogi bién (bénh hojc hii chimg Raynaud, khip

khiéng gifn cich) vi che rbi loan co thé trim trong thém.

= Bléc tim 6 |, vi o6 tic duag dm tink cisa thude phong bé héta trén thiri
ian din truy j

- Bau thit ngye Prinzmetal do co thit dng mach vinh qua trung gian
thy thé alpha khong doi khing. i

Cée thude phong bé béta co the lam ting s6 lugng va khoang thon gian
cée condan that ngyc.

Chuyén héa/ ngitiér:

Céic tri¢u chimg hg glueose-miu (nhip tim nhanh, dinh trdng ngye) ed
thé bj che lip o bnh nhin dai thio dwimg. Cic trigu chimg nhip tim
nhanh ¢6 thé bi che lip ¢ ngudi ting ning tuyén giap. Ngimg thude dit
pg@tliﬁlhé lam tang cic tri¢u chimg.

He hap:

mfﬂ’ co thiit phé quén & bénh nhiin hen, viém phé quin va bj cic
bénh phoi man tinh khdc.

Cde than tromg kheic:

Bénh viy nén cé the trim trong hon. Bénh nhin u té bio ua crom khong
nén diing thude phong bé béta cling vii thude phong bé thy thé alpha —
adrenergic. Cde thube phong bé béta lm 1§ bénh nhuge co. Céc phin
imyg oo hai gip thromg xuyén hon irbgnh nhin suy thiin mii bil vi & bénh
nhin dﬂngihuﬁcplmngﬁb!lndubng tinh mach.

Cinh bdo: :

Thubie déi khang béta-adrenergic o6 the lam ting sir nhay cam vai ciic
khdng nguyén lim ting d nghiém trong ciiacée phan img phin v§.
Etdunzttuieclmphu nireb thai vi chocon bi:

Sii dyng thudc clio phy nif cd thai
Khéng duec sir dyng nebivolol %ﬂﬁﬂh&‘i ky mang thai trirkhi thuc
syr cin thict. Néu bat budc phii dicu trj v6i nebivolol & phy nir dang

mang thai, cin theo ddi lua hrgng miu qua tir cung nhau thai va sy phat
trién ctia thai nhi. Clin xem xét sir dung bign phap diéu trj thay thé néu
xay ra cac phan img ¢ hai trong thai ky hojic cho thai nhi. Cinmaqdﬁi
chiit ché tinh trang ciia tré s sinh. Cac trigu chimg ha dwong huyeét va
chim nhip tim thirimg xéy ra trong vong 3 ngdy diu diéu tri.
Sirdung thuée cho phy wit cha con bi
Céc nghién cim trén ddng vit cho thiy nebivolol bai tiét qua sita me.
Chura biét 1 ligu thudc c6 bii tiét qua sita nguri hay khong. Hiu hétcic
loai thuoc chen béta, déc biétla cac hop chét tan trong mé nhunebivolol
vil cdic chit chuyén hoa o6 hoat tinh cla nd, déu di vio stra me nhimg &
cdc mirc nng 40 khic nhau. Do d6, khéng khuyén cdo cho con bil trong
ud trinh dieu tr vin nebivolol.
lnh hwimg eia thude 18n khi ning ki xe v van hanh may mée:
Chura c6 nghién cing vé anh huémg ciia nebivolol 161 kha nang 14i xe va
viin hanh miy méc. Nghién eiru dugre lye hoe cho thiy 5 mg nebivolol
khiing gy dnh buimg 167 chizc niing tim thin viin ddng. M3 khi 14 xe
‘holie viin hinh mdy moc, cin lua § ¢ thé thinh thodng thude ndy piy
chodng vang va mét moi.
Turong the thube:
N .'ilufu,' i i khing calei:
Céin thin trgng khi sir dyng cic thudc chen béta vii nhom thude déi
khiing calci logi verapamil hojic diltiszem do cée tie ding o hai cla
thudc 1én khi ning co bop vi sy din truyén tim nhi — thit. Mire d
nghiém trong ciia cdc tic dung niy od thé xdy ra ddc biét & nhimg bénh
nhéin ¢6 chirc ning tim thitsuy gidm vivhodc che bit thutmg din
nhi thit holic xoang nhi. Do d6 khing duge diéu trj vai mit trong hai
logi thude qua dudng tinh mach trong vong 48 gio sau khi ngung thude

com L.

Thecre chong logn nfip: 1 g

Cén thin trong khi st dung cic thube chen béta voi thude chong Im
nhip nhém I vi amidaron do ¢4 tiém ning tic déng Ién thei gian diin
truyén nhTthit vi tde djng co co fim tinh. Sy twong tie thude ndy cb thé
diin dén cic hiu quade doa tinh mang.

Cdic thudc tde dyng 1én hé then kinh trung wong (clonidin, moxonidin,
methyidopa)l: "

Sirdung ding thiri vai céc thude the dung 1én hé thiin kinh trung wong c6
thé lim tinh trang suy tim tré nén triim trong hom do lim gidm treong lye
gino cim trung womg (gidm nhip tim, va cung hrong tim, gifin mach
mau), Ngimg thude ddt ngdt, dic biét 13 tnde da 43 ngimg sir dyng
(hude irc che béta, co the lim thng nguy co “ting huyét dp doi nguoc”.

ghém cde glycosid trp tim:

iing déng thai nhom cic glycosid tro tim véi che thube chen béta ¢6
thet lam thng théri gian din truyén nhi thit. Nebivolol khong inh huimg
dén dong drge hoc cua digoxin. Khang cé bit ki bing chimg tuong tic
thudc nao duge ghi nhin tircac thir nghiém lim sing

Diic bigtluu y:
€6 thé cim sir dung nhém cdc glycosid trg tim & bénh nhin diéu tri dai
hian vér thude chen béta do o6 kha giip phii tinh trang suy tim xung

huyét. Lidu phip két hop niy ¢é thé viin duge xem xét ké ed khi cé tidm
ning gip phai tic dng lam thay ddi nhip tim 4m fir i hai logi thude,
Cén kigm sodt chat ché lidw lvomg va phan img véi thudc & timg bénh
nhin riéng bigt (dic biétld & chi 6 nhip mach) & nhimg trurdmg hop ndy.
Insuitn & thude i déi thio dieimg dimg dicomg udng:
Thube khdng gy anh hudmg dén ndng df duimg trong miin; tuy nhidn
vi&gz_}@ngdﬂgmﬁﬁﬁcmﬁym trigu chimg hy duimg miu.

0C gy me:
Diing déng thoi thude chen béta v cde thude giy mé nbir ether,
¢yclopropan & trichloroethylen e the Iim gidm bat nhip tim nhanh
phin xa va ting nguy co ha huyét ip.

 ldeem gichm eatecholamin:

Nhikng bénh nhin dang didu irj véi ce thube lam giam catecholamin
nhu reserpin hodc guanethidin, chin duroc theo doi chit ché, do hoat tinh
¢hen bétacuanebivolol ¢d the giy gidm qua mirc hogt tinh giao cam,
Baclofen (thude chong co thar), amifostin (thude ha tro didu tri ung
thu):

Sir dyng ddng thiri v cbe thube ha huyét dp nbu nebivolol eb kha ning
lim tAng xdy ra tinh trang ha ap. Do d6 liéu heong ciia thube ha
etap can duge diéu chink

?;2:6 ¥ mpm}m' - 2

¢ chdng logn thdn, thide an thdn, thude chdng redm cam (ricyclic
virphenothiazing:

Sif dung déng thoi vii che thube niy co thé Lim ding the dyog ba huyét
“fipciia ciethiuds chien béta (tic dung phu).

Caic logi thudc khdc

Cde logi thudc cudmg gino cim cé thé im mér tic dung ciim thude ¢
béta. Sir dung dbng thai voi cie thube ching trim cim ba vong, th

an thiin vit cde phenothiazin cd thé lim ting the dung ha huyés ap, Ding
dbng thn vii thude e ehé ti hip thu serotonin hojic ede hop chit khac
chit yeu duge chuyén hoa qua dwomg CYP2D6 c6 the lam chiim sy trao
d6i chit oxy hda cia cac thude chen béta.

Twong ky: . 5
Do khéng c6 céc nghién cim vé tinh twong ky cita thube, khing trdn 1in
thude ndy viicac thude khac.



