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TOA HUGNG DAN SU DUNG
NEBICARD - 2.5

Thuéc bdn theo don
. P& xa tim tay tré em
Poc ky huéng din sit dung trude khi diing
Théng bdo ngay cho bédc si nhitng tdc dung khéng mong mudn khi sit dung thude

PHAN 1. HUGNG DAN SU DUNG THUOC CHO NGUOT BENH

1.

17/ ,
Thanh phin, ham lugng ctia thudc / d(é
M&i vién nén NEBICARD - 2.5 chira: _—
Nebivolol hydrochlorid twong &rng véi nebivolol........ 2.5mg

Td dugc: Lactose monohydrat, tinh bjt, croscarmellose sodium, hydroxypropyl methyl
cellulose (HPMC 6 cps), polysorbate (tween 80), cellulose vi tinh thé (Avicel PH 102),
magnesi stearat, colloidal silicon dioxyd.

Mo t4 sdn phdm: Vién nén khong bao tron, phing vat canh, mau tring dén tring nga,
¢6 in chim Torrent logo & mot mit.

Quy cach déng goéi: Hop 5 vi x 10 vién nén.

Thuéc dang cho bénh gi?
NEBICARD - 2.5 dwgec chi dinh diéu tri ting huyét ap.

Nén dung thuéc nay nhu thé nao va liéu lugng ?

Liéu lugng: 5 mg/lan/ngay, uéng vao mdi thoi diém trong ngay. Thudc c6 thé udng
trong bita an

Cdch dung: Dung theo dwong udng

Bénh nhén suy thén: Nong do trong huyét twong ctia cac dong phan quang hoc va cac
chit chuyén hoa dang hydroxy! héa ting dang ké & bénh nhan bi suy than. Vi vay, viéc
giam lidu dwoc khuyén cdo d6i véi nhitng bénh nhan nay. O nhitng bénh nhan suy
than, lidu khéi dau dwoc khuyén céo 1a 2,5 mg mdi ngay. Néu cin thiét, lidu dung hang
ngay c6 thé dwoc ting lén téi S5Smg.

Bénh nhdn suy gan: Dit liéu vé st dung thudc cho bénh nhén suy gan hay suy giam
chirc nang gan con han ché. Vi vay, viéc st dung Nebivolol cho nhitng bénh nhan nay la

chdng chi dinh.

Nguvi cao tudi :Do nhirng kinh nghiém vé dung thudc cho nhitng bénh nhén trén 75
tudi ciing han ché nén khi sir dung thudc cin thén trong va can theo di chat ché nhirng
bénh nhan nay.

Tré_em: Khong c6 dit liéu nao vé d6 an toan va hiéu qua cua Nebivolol ddi véi tré em.
Vi vay, viéc stt dung thudc cho tré em khong dwoc khuyén céo.

Khi nao khéng nén dung thuéc nay?
NEBICARD - 2.5 bi chong chi dinh trong cac trwong hop sau:
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- Bénh nhan min cadm véi nebivolol

- Suy gan hodc suy gidm chitrc nang gan

- Phu nit ¢6 thai va cho con bu

- Shock do suy tim

- Suy tim mAt kiém soat

- Hoi chitng réi loan kha ning dan truyén & nut xoang, bao gom ca bloc xoang-nhi
- Bloctimdé2va3

- Cob tién st co thit phé quan va hen phé quan

- U tuyén thwong than chwa diéu tri

- Nhiém toan chuyén ho4

- Nhip tim chdm ( <60 nhip/phiit) Z[b
- Huyét 4p thip /

- Roiloan trdm trong tuin hoan ngoai vi _/
- Bénh nhin qua min véi bat ky thanh phian nao cda thudc.
7. Tac dung khong mong muén
Téang huyét ap
Céc tac dung khong mong muén dwoc bao co chi yéu tir mirc dd nhe dén trung binh
duoc liét ké & bang dwéi, phan loai theo hé co quan va thi tw tin suit:

Hé co quan Phé bién Hiém gap Rithiém gip Khong biét
(21/100 - < 1/10) |(21/1,000 - (<1/10,000)
<1/100)
R&i loan hé mién Phut mach thin
dich kinh, man cdm
R&i loan tAm than 4c mong ,tram cam |
Réiloan hé thin  Pau dau, chdng Ngit
kinh trung wong  mat, di cdm
R&i loan thi giac Giam thi lwc
Réi loan tim mach Nhip tim chdm, suy
tim, dan truyén nhi
that chdm/ block
nhi that
R&i loan mach mau Ha huyét ap, (tang)
chudt rat
Réiloan hé hdp,  |Khé thé Co that phé& quan
nguc va trung thit
R&i loan da day Téo bén, budn non, Kho tiéu, day hoi,
rudt tiéu chay noén
R&i loan da va mé Ngtta, ban, ban d6 V&y nén tram
dudida trong hon
Roéi loan co quan Bat luc
sinh duc va tuyén
va

Réiloan chungva Mét moi, phu

Trang 2/12



tai vi tri dung ;
thudc g

{

Nhirng tac dung khong mong mudn dwéi day ciing da dwgc bdo cdo khi sir dung mot s6
thudc chen beta-adrenergic: 4o giac, tAm than, nham l4n, t& chi lanh/xanh tim, hién
twong Raynaud, khé mat va nhiém ddc niém mac thi giac theo kiéu practolol.

‘Théng bdo cho bdc st nhiing tdc dung khéng mong muén gdp phdi khi sit dung thudc’

Nén tranh st dung nhitng thuéc hoic thy'c pham gi khi dang sit dung thuéc nay?
Cdc thudc chen kénh Calci: Can than trong khi stt dung dong thoi thudc ddi khang beta-
adrenergic cung vi cac thudc chen kénh Calci nhw verapamil hay diltiazem vi tac dung

~ . 5 , e 7o , 5 . N Y ~ ~ ok ~ 'y
bat loi ctia ching ddi véi sw co bdp clia tim va dan truyén nhi thit. Tiém tinh mac éé/ /

verapamil bi chéng chi dinh d6i véi bénh nhan dang dung nebivolol.

Cdc thudc chéng loan nhip: Can chi y khi st dung thuéc d6i khang beta-adrenergic két
hop véi cac thude chdéng loan nhip nhém I va amiodaron vi sy tic dong clia ching t&i
thoi gian din truyén & tAm nhi va kha ning 1am gidm co bép co tim.

Clonidine: Cac thudc d6i khang beta-adrenergic lam ting nguy co xudt hién con ting
huyét ap phan hoi sau khi dot ngdt ngirng stt dung clonidine.

Cdc digitalis: Cac glycosid trg tim nhém digitalis khi két hop véi thude déi khang beta-
adrenergic c6 thé gy tang thoi gian dan truyén nhi -that. Cac thir nghiém 1am sang véi
nebivolol khong cho bang chirng 1am sang nao clia mdt twong tac. Nebivolol khéng dnh
hwéng dén déng hoc ctia digoxin.

Insulin va cdc thuéc chdng ddi duong dang uéng: Mac dui nebivolol khéng anh hwéng téi
mirc dwong huyét nhwng mot sd triéu chirng clia ha dwong huyét (trong nguc, nhip tim
nhanh) c6 thé bi che gidu khi dung thudc.

Cdc thuéc gdy mé: Str dung dong thoi thudc déi khang beta-adrenergic véi thudc gay
mé c6 thé 1am gidm phan xa nhip tim nhanh va ting nguy co tut huyét ap. Cac bac sy
gay mé phai dwoc thong bin néu bénh nhan dang dung nebivolol.

Cdc thudc khdc: Str dung dong thoi cac thudc chong viém khong steroid (NSAID) khong
1am dnh hwdng téi hiéu'qua ha huyét dp ctiia nebivolol.

Viéc sit dung dong thoi véi cimetidin 1am ting ndong dd trong huyét twong cla
nebivolol nhung khéng lam thay déi hiéu qud 14m sang. St dung dong thoi véi
ranitidin khong lam thay déi dwoc dong hoc cia nebivolol. C6 thé cling ké don
nebivolol d& udéng khi an va mot thudc khang acid (antacid) dung gitra cac bira an.

Két hop nebivolol véi nicardipin 1am ting nhe ndng d6 trong huyét twong cla ca hai
thuéc nhwng khéng lam thay déi hiéu qua 1am sang. Stt dung dong thoi véi ruou,
furosemid hay hydroclorothiazid déu khéng lam anh hwéng téi dwoc dong hoc cua
nebivolol.

Nebivolol khéng lam anh hwéng téi dwoc dong hoc va dwoc lwc hoc ctia warfarin.

Cac thudc cwdong giao cam c6 thé lam mAit tac dung cua thudc déi khang beta-
adrenergic. Cac thudc d6i khang beta-adrenergic co thé lam tdng cac tac dung cuong
alpha-adrenergic ciia nhirng thudc cwdng giao cdm c6 tac dong trén ca hé alpha va beta
adrenergic (dan t&i nguy co ting huyét ap, nhip tim chdm va bloc tim).
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10.

11.

12.

13.

14.

St dung dong thoi cac thudc chéng tram cam 3 vong, cac thudc ngu loai barbiturat va
phenothiazin cé thé lam tang hiéu qua ha huyét 4p cta nebivolol.

Do qua trinh chuyén hoa nebivolol c6 lién quan dén enzym CYP2D6 nén viéc st dung
dong thoi cac thudce e ché tai hdp thu serotonin hay nhitng hop chit khéc bi chuyén
hoa chti yéu bai loai enzym nay sé& lam gidm su chuyén hoa nebivolol.

Cén lam gi khi mét 14n quén khéng dung thuéc?

Néu ban quén khéng dung 1 liéy, udng liéu tiép theo nhuw lich trinh cii. Khéng uéng gip
déi lieu.

Né&u ban muén ngung thuéc

Tiép tuc st dung thudc cho dén khi bac sy bdo ban ngirng.Khéng dwoc tw y ngirn
thudc. Ludn 1am theo chi din ctia bac s§.

Néu ban c6 thic méc gi khi st dung thudc nay, hay lién hé véi bac sy hodc dwocsy. / .~

Can bdo quin thuéc nay nhu thé nao?

Gitr thu6c trong bao bi géc ctia nha san xuit, day kin.

Gitt thuéc & nhiét dé dwdi 30°C, va ngoai tAm vi clia tré em.

Khoéng st dung thudc sau ngay hét han in trén bao bi (hdp va vi thudc).

Nhitng d4u hiéu va triéu chitng khi dung thuéc qua liéu

Triéu chimg: Tridu ching qua liéu cua cac thude chen beta 1a: nhip tim cham, tut huyét ap,
co thit phé quan va suy tim c4p tinh.

Diéu tri: Khi dung qua lidu, bénh nhan can duoc theo ddi chit ché va duge diéu tri tich cuc.
Can kiém tra ndng do glucose mau. C6 thé ngin chin dugc sy hép thu nhing phan thude
con lai trong duong tiéu hod bing cach rira da day hodc cho bénh nhan udng than hoat va
mdt loai thudc tdy. H6 hap nhan tao ciing c6 thé can thiét. Nhip tim cham hay c4c phan tng
phé vi dién rong co6 thé duoc diéu tri bing atropin va methyl atropin. Tut huyét 4p va shock
nén duoc didu tri bing huyét tuong /cac chit thay thé huyét tuong va néu cin, bing
catecholamine. '

Cac hiéu qua chen beta c6 thé bi trung hoa bing cach truyén tinh mach cham isoprenalin
hydrochloride bat dau voi liéu khoang 5 pg/phiit, hodc dobutamin véi lidu khoi dau 1a 2,5
pg/phut, cho dén khi thu dugc nhimg hiéu qua mong muén. Véi nhimg trudng hop khong
dap tng, isoprenalin c6 thé két hop véi dopamin. Néu bién phap nay van khong tao ra dugc
dap ung nhu mong mudn, c¢6 thé duoc can nhic dé sir dung bién phép tiém tinh mach
glucagon liéu 50-100pg/kg. Néu can, c6 thé tiém nhic lai trong vong mot gity va tham chi
can thiét, c6 thé truyén tiép tinh mach glucagon véi liéu 70pg/kg/h. Vi nhing truong hop
nang nhét khi hién tuong cham nhip tim khong dép (mg véi diéu tri, c6 thé dit may tao nhip
cho bénh nhan.

Cén phai lam gi khi dung thuéc qua liéu khuyén cao

Ngung ding thudc va lién lac ngay véi bac sy hodc trung tam y té gan nhét.

Mang theo vién thuéc cling véi bao bi dé bac sy biét ban d6 uéng thudc gi va c6 bién
phap xt 1y kip thoi.

Nhitng diéu cAn thin trong kKhi dung thuéc nay

Trang 4/12
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Thuéc gay mé

Tiép tuc st dung thudc chen beta lam giam nguy co loan nhip tim khi khai dau va dat noi
khi quan. Néu ngung thuéc chen beta dé chuén bi cho phiu thuat, cin ngung thudc it nhat
24 gid trude khi phiu thuat.

Cén than trong theo ddi thudc gdy mé do c6 thé gay wc ché co tim. Bénh nhan cin duoc
cham soc dé tranh phan tng trén than kinh mé tau do str dung atropin tiém tinh mach.

Tim mach

Khoéng nén sir dung thudc chen beta- adrenerglc trén bénh nhén chua dugc diéu tri suy t1m
sung huyét, trir khi tinh trang ctia bénh nhén 4n dinh.

Nén ngung dung thudc chen beta-adrenergic tir tir trén bénh nhan thiéu mau cuc bg, kh ang
sau 1-2 tuan. Néu can, liéu phap thay thé nén dugc bét dau & cing thoi gian dé ngin chin sy
tram trong hon cua chimg dau thit nguc.

Thude chen beta-adrenergic c¢6 thé 1am ting bénh cham nhip tim: Néu nhip tim roi vao
khoang 50-55 bpm lic nghi va/hodc luc hoat dong, triéu ching nay goi ra dén bénh cham
nhip tim, can giam liéu thude.

Nén than trong sir dung thudc chen beta-adrenergic trén:

e Bénh nhan rdi loan tudn hoan ngoai bién (Bénh hoic chirg Raynaud hodc chudt rit timng
con), do céc rdi loan nay c6 thé trAm trong hon.

e Trén bénh nhan block nhi thit d6 I, do thudc chen beta c6 tic dung tiéu cuc 1én thoi gian
dan truyén.

e Trén bénh nhin dau thit nguc Prinzmetal do co dong mach vanh trung gian receptor
alpha khong dbi khang: Thudc chen beta-adrenergic c6 thé gy ting sd lugng va thoi
gian cuia con dau thit nguc.

Khong khuyen c4o sir dung nebivolol véi thude chen kénh calci nhu verapamil ~Va diltiazem,
thubc chéng loan nhip nhém 1, thudc chdng tang huyét ép. b

]
'v.

Chuyén héa/Néi tiét S )
J "\

Nebivolol khong anh huéng dén ndng do glucose trén bénh nhén tiéu du'ong\ Tuy nhién cin

than trong khi st dung trén nhitng bénh nhan nay do nebivolol ¢ thé che glau cac tri€u

chirng cua giam dudng huyét (nhip tim nhanh, danh tréng nguc).

Thudc chen beta-adrnergic ¢6 thé che gidu triéu chimg nhip tim nhanh trong bénh cudng

giap. Ngung thudc dot ngot thudc c6 thé gdy tang cac triéu ching nay.

H6 hap

Trén bénh nhan ri loan phdi tic nghé&n man tinh, nén dung than trong thudc chen beta-

adrenergic do co that duong ho hap c6 thé tram trong hon.

Khac

Can than trong cén nhic sir dung thudc chen beta-adrenergic trén bénh nhan c6 tién sir bénh

vay nén. ) .

Thudc chen beta-adrenergic c6 thé gdy nhay cam dén di ing va phan tng phan vé nghiém

trong.
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15.

Cén kiém tra thudng xuyén khi bit ddu diéu tri trén suy tim man tinh bang nebivolol. Khong
ngung Qiéu tri dot ngdt trir khi dugc chi dinl}. ‘ '

Do thudc c6 chira lactose, khong dung thudc nay trén bénh nhén di truyén hiém gép khong
dung nap galactose, thiéu men Lapp-lactase hay kém hap thu glucose-galactose.

P& xa tim tay tré em.

Sit dung cho phu nit cé thai: Nhing dir liéu vé viéc sir dung nebivolol cho phu nit ¢6 thai
con chua day du dé xac dinh rd nhitg tac dung c6 hai c6 thé c6 cua thudc véi ddi tuong
nay. Nhitng nghién ciru trén dong vat chua thiy c6 ddu hiéu cia bit ctr tic dung bét loi nao
khac ngoai nhitng tac dung gy ra do chinh nhiing tinh chat duoc 1y ciia thudc.

Cac thudc chen beta lam giam luu lugng mau rau thai c¢6 thé din dén hién tuong thai chét
luu, say thai hay dé non. Hon nita, céc tac dung bét loi (ha dudng huyét va cham nhip tim)
c6 thé xuét hién & thai nhi va tré so sinh. Tré so sinh trong giai doan dau sau khi sinh con ¢6

nebivolol cho phu nif trong sudt thoi ky mang thai.

nguy co cao gip phai nhitng bién chimg vé tim va phdi. Vi vay, khong nén sir d?‘l, /

St dung cho phu ni¥ cho con bi: Hau hét cac thudc chen beta, dic biét 1a cac hop chét than
nuéc nhu nebivolol va cac chét chuyén hoa ciia n6, déu vao duoc sita me voi cac mirc do
khac nhau. Vi & nguoi, liéu nebivolol c6 dugc bai tiét vao sita me hay khong van con chua
duogc biét nén viéc sir dong nebivolol cho phu nir trong thdi gian cho con bu bi chdng chi
dinh.Nhitng nghién ctru trén dong vat cho thdy nebivolol duoc bai tiét vao sira.

Anh hwéng trén kha ndng ldi xe hay vdn hanh mdy méc: Do thude c6 thé gay dau dau,
chéng miat, mét moi, di cam trong qua trinh sir dung. Do véy can than trong khi 1ai xe hay
van hanh may méc

Khi nao can tham van bac si, dugc si.
Can lién lac ngay véi bac sy hodc trung tAm y t€ gan nhit khi dung thudc qua liéu chi

dinh.

Thong thudng, bao gi¢r ciing phai héi y kién bac s§ hodc dwoc sy trwdc lic dung bat ky
thu6c nao khi mang thai hodc cho con bu.

Théng bao ngay cho bac s§ hodc dwgc sy nhitng tic dung khéng mong muén gdp phai
khi st dung thudc.

Né&u can thém thdng tin xin hoi y kién bac s§ hodc dworc s§.

16. Han dung cia thudc: 36 thang ké tir ngay san xuat.
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PHAN 2. HUGNG DAN SU DUNG THUOC CHO CAN BO Y T

:

PAC TINH DUQC LUC HOQC :

Nebivolol 1a mot thuéc chen B1 than nwéc, dwec st dung trén 1am sang & dang mot
hén hop racemic cta hai ddng phan quang hoc dang D va L véi ty 1é bang nhau. N6 1a
mot chat canh tranh, d8i khang chon loc cao véi receptor B1 va c6 mot s tic déng nhe
téi mach mau, c6 thé do sy twong tic theo co ché L-arginine/nitric oxid. Nebivolol ¢
tac dung bao vé chirc nang hoat dong ctia tdm that trai. Thudc c6 xu hwéng lam gidm
tién ganh va duy tri hodc gidm hau ganh. Nhip tim va ap sudt cudi tim trwong tam that

trai déu giam trong khi thé tich nhat bép ting 1én va cung lwong tim dwoc duy tri./([ )
0,
/

PAC TiNH DUGC PONG HOQC:

Hdp thu: Sau khi ubng vién nén nebivolol, thuéc dat ndng do dinh trong mau trong vong 0,5
dén 2 gio va khoang thoi gian nay khong bi anh hudng boi thirc 4n. Sinh kha dung theo
dudng udng trung binh khoang 12% & nhitng ngudi chuyén hoa thubc t6t va dat 96% &
nhitng ngudi chuyén hod thude kém. Vi mot diéu kién dn dinh va cing mot mirc lidu, ndng
do dinh trong huyét tuong ciia Nebivolol & dang khéng dbi & nhitng ngudi chuyén hoa
thuée kém cao gép khoang 23 14n so v6i nhirng ngudi ¢6 kha ning chuyén hoa thube tét.
Phdn _bé: Trong huyét tuong, ca hai ddng phan quang hoc ciia Nebivolol déu gin vai
albumin. Ty 1¢ lién két véi protein huyét tuong cia SRRR-Nebivolol 1a 98,1% va cua
RSSS-Nebivolol 1a 97,9%.

Chuyén héa: Nebivolol bi chuyén hoa manh, mot phan thanh nhirng chét chuyén ho4 dang
hydroxyl. Nebivolol bi chuyén ho4 thong qua qua trinh hydroxyl hod vong no va vong
thom, N-dealkyl hoa va glucuronid ho4 ; sau d6 céc chét chuyén hoa dang hydroxyl ciing
lién két v6i cac hop chat glucuronid. Su hydroxyl hoa vong thom ciia Nebivolol phu thude
vao tinh da hinh trong biéu hién gen cua enzym CYP2D6. Su khac nhau gitta nong do dinh
trong huyét tuong cua thude & dang khong ddi va chét chuyén hoa c6 hoat tinh ctia né 1a 1,3
dén 1,4 1an. Do c6 su khac nhau trong toc do chuyén ho4, liéu ctia Nebivolol nén luén dugc
diéu chinh tuy theo timg bénh nhan: nhimg ngudi chuyén hoa thudc kém, vi vy, can duge
dung liéu thap hon.

Nong d6 én dinh trong huyét twong & hau hét céc bénh nhan (nhitng ngudi chuyén hoa
thudc nhanh) dat duoc sau 24h ddi v6i nebivolol va trong vong mot vai ngay dbi véi cac
chit chuyén hoa dang hydroxyl ciia n6. Nong do trong huyét tuong ty 1& thuan véi lidu
trong khoang 1-30 mg. Tubi khong 1am anh hudng t6i duge dong hoc ciia Nebivolol.

Thai trie:O nhitng ngudi chuyén héa thuc nhanh, thoi gian ban thai cia cic ddng phan
quang hoc cua nebivolol trung binh 1a 10 gio. Véi nhitng ngudi chuyén hoa thubc cham,
thoi gian ban thai kéo dai gip 3-5 lan. O nhimng ngudi chuyén hoé thu6c nhanh, ndng do
huyét trong cua ddng phan dang SRRR hoi cao hon nong do dang RSSS. V&i nhing ngudi
chuyén héa thubc cham thi sy khac nhau nay 16n hon. O nhing ngudi chuyén hoa thude
nhanh, thoi gian ban thai cia nhitng chéat chuyén hoa dang hydroxyl cia ca hai dang dong
phan trung binh 14 24h va d6i v6i nhitng nguoi chuyén héa cham thi khoang thoi gian nay

kéo dai gap doi.

CHI PINH
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NEBICARD 2.5 mg dwoc chi dinh dé diéu tri tang huyét ap.

LIEU DUNG - CACH DUNG:

Liéu lugng: 5 mg/lan/ngay, uéng vao mdi thei diém trong ngay. Thudc cé thé udng
trong bita an

Cdch dung: Dung theo dwong udng

Bénh nhdn suy thdn: Nong d6 trong huyét twong clia cac déng phan quang hoc va cac

chat chuyén héa dang hydroxyl hoa tang dang ké & bénh nhan bi suy than. Vi vay, viéc
giam lidu dwoc khuyén cdo d6i véi nhitng bénh nhan nay. O nhitng bénh nhan suy
than, lieu khéi dau dwoc khuyén cdo 1a 2,5 mg moi ngay. Néu cén thiét, liéu dung hang
ngay c6 thé dwoc ting 1én téi 5mg.

Bénh nhdn suy gan:Dir liéu vé st dung thudc cho bénh nhéin suy gan hay suy giam

chirc nang gan con han ché. Vi vay, viéc sir dung Nebivolol cho nhitng bénh nhan néy?[@
; Z

chong chi dinh.

Nguoi_cao tuéi:Do nhirng kinh nghiém vé dung thudc cho nhitng bénh nhin trén 75
tudi cling han ché nén khi str dung thuéc can than trong va can theo ddi chit ché nhirng
bénh nhan nay.

Tré_em: Khong c6 dir liéu nao vé do an toan va hiéu qua cta Nebivolol d6i véi tré em.
Vi vay, viéc sir dung thuéc cho tré em khéng dwgc khuyén céo.

CHONG CHi PINH : -
NEBICARD bi chong chi dinh trong cac trwedong hop sau:
- Bénh nhan min cdm véi nebivolol
- Suy gan hodc suy gidm chitc nang gan
- Phu nit c6 thai va cho con bu
- Shock do suy tim
- Suy tim mat kiém soat
- Héi chitrng réi loan kha ning din truyén & nut xoang, bao gém ca bloc xoang-nhi
- Bloctimdé2va3
- Cé tién st co that phé quan va hen phé quan
- U tuyén thwong thin chwa diéu tri
- Nhiém toan chuyén hoa
- Nhip tim chdm ( <60 nhip/phut)
- Huyét 4p thap
- Rd&i loan tram trong tuin hoan ngoai vi
Bénh nhan qua man véi bat ky thanh phan nao cta thudc.

THAN TRONG VA CANH BAO:

Thuéc gay mé

Tiép tuc sir dung thudc chen beta 1am gidm nguy co loan nhip tim khi khoi dau va dat noi
khi quan. Néu ngung thuéc chen beta dé chudn bi cho phéu thuat, cin ngung thudc it nhat
24 gid trude khi phau thuat.

CAn thén trong theo doi thude gay mé do c6 thé gy tc ché co tim. Bénh nhén can duoc
cham s6c dé tranh phan g trén than kinh mé tdu do str dung atropin tiém tinh mach.
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Tim mach

Khong nén sir dung thube chen beta-adrenergic trén bénh nhan chua dugc diéu tri suy tim
sung huyét, trir khi tinh trang ctia bénh nhan én dinh.

Nén ngung diing thudc chen beta-adrenergic tir tir trén bénh nhan thiéu mau cuc bd, khoang
sau 1-2 tudn. Néu can, liéu phap thay thé nén dugc bit diu & cuing thoi gian dé ngan chin su
trdm trong hon cua chig dau thit nguc.

Thudc chen beta-adrenergic c¢6 thé lam ting bénh cham nhip tim: Néu nhip tim roi vao
khoang 50-55 bpm luc nghi va/hodc lic hoat dong, triéu chirng nay goi ra dén bénh cham
nhip tim, cin giam liéu thudc.

Nén than trong sir dung thudc chen beta-adrenergic trén:

e Bénh nhéan réi’ loan tudn hoan ngoai bién (Bénh hodc ching Raynaud hodc chudt rut ting
con), do céc roi loan ndy c6 thé tram trong hon.

”

e Trén bénh nhan block nhi thit do 1, do thudc chen beta c6 tac dung tiéu cuc Ién thoi gian /

dan truyén.

e Trén bénh nhén dau thit nguc Prinzmetal do co dong mach vanh trung gian receptor
alpha khong dbi khang: Thudc chen beta-adrenergic c6 thé gay tang s6 luong va thoi
gian cua con dau thit nguc.

Kh()'ng kl’luyé'n c4o sir dung nebivolol véi thudc chen kénh calci nhu verapamil va diltiazem,
thudc chdng loan nhip nhém 1, thude chéng ting huyét ap.

Chuyén héa/Noi tiét

Nebivolol khong anh huéng dén ndng do glucose trén bénh nhan tiéu dudong. Tuy nhién can
than trong khi sir dung trén nhitng bénh nhan nay do nebivolol ¢6 thé che gidu cac triéu
ching cuia giam dudng huyét (nhip tim nhanh, danh tréng nguc).

Thudc chen beta-adrnergic c6 thé che gidu triéu chimg nhip tim nhanh trong bénh cudng
giap. Ngung thudc dot ngot thude c6 thé gay ting céc triéu chimg nay.

H6 hdp

Trén bénh nhéan r(‘)é loan phé)i te'i’c nghéq man tinh, nén dung than trong thudc chen beta-
adrenergic do co that duong ho hap cé thé tram trong hon.

Khac \

Can than trong can nhéc sir dung thudc chen beta-adrenergic trén bénh nhan c6 ti\ép su bénh
vay nén. i /

Thuéc chen beta-adrenergic c6 thé giy nhay cam dén di Gmg va phan tng pha /(/é nghiém
trong. : Z

Can kiém tra thudong xuyén khi bit ddu diéu tri trén suy tim man tinh bing nebivolol. Khong
ngung diéu tri dot ngdt trir khi duoc chi dinh.

Do thudc ¢6 chira lactose, khong ding thude nay trén bénh nhan di truyén hiém gip khong
dung nap galactose, thiéu men Lapp-lactase hay kém hap thu glucose-galactose.

P& xa tim tay tré em.

Sir dung cho phu ni¥ ¢é thai: Nhimng dir li¢u vé viéc str dung nebivolol cho phu nir ¢6 thai
con chua ddy du dé xac dinh rd nhitng tic dung c6 hai co thé c6 cua thudc voi ddi tugng
nay. Nhitng nghién ctru trén dong vét chua thdy c6 du hiéu cua bat ctr tac dung bt loi nao
khac ngoai nhitng tac dung gdy ra do chinh nhing tinh chat dugc 1y cua thude.
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Céc thudc chen beta lam giam luu lwong méu rau thai c6 thé din dén hién tuong thai chét
Iy, say thai hay dé non. Hon nira, cac tac dung bét loi (ha dudng huyét va cham nhip tim)
¢6 thé xuat hién & thai nhi va tré so sinh. Tré so sinh trong giai doan d4u sau khi sinh con ¢
nguy co cao gip phai nhitng bién ching vé tim va phdi. Vi vay, khong nén sir dung
nebivolol cho phu nir trong sudt thoi ky mang thai.

Si dung cho phu nir cho con bii: Hau hét cac thube chen beta, dic biét 1a cac hop chét than
nude nhu nebivolol va céac chét chuyén hoé ciia n6, déu vao dugc sita me voi cac mirc do
khéc nhau. Vi & ngudi, liéu nebivolol ¢6 dugc bai tiét vao sira me hay khong van con chua
duge biét nén viéc sir dong nebivolol cho phu nir trong thdi gian cho con bu bi chdng chi
dinh.Nhitng nghién ctru trén dong vat cho thiy nebivolol dugc bai tiét vao sira.

Anh hwéng trén kha ndng ldi xe hay vin hanh mdy méc: Do thubc c6 thé giy dau dau,
chéng mit, mét méi, di cam trong qué trinh sir dung. Do vdy can than trong khi l4i xe hay
van hanh may méc

TUGNG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUGNG TA /.

KHAC:

Cdc thuéc chen kénh Calci: Can than trong khi str dung dong thoi thudc d6i khang beta-
adrenergic cung véi cac thudc chen kénh Calci nhw verapamil hay diltiazem vi tac dung
bit loi ctia ching d6i véi sw co bép clia tim va din truyén nhi thit. Tiém tinh mach
verapamil bi chdng chi dinh déi véi bénh nhian dang dung nebivolol.

Cdc thuéc chong logn nhip: Can chu y khi str dung thudc déi khang beta-adrenergic két
hop véi cac thudc chdng loan nhip nhém I va amiodarone vi su tadc dong ctia ching téi
thoi gian din truyén & tAm nhi va kha ning lam gidm co bép co tim.

Clonidine: Cac thudc d6i khang beta-adrenergic 1am ting nguy co xudt hién con tang
huyét 4p phéan hoi sau khi dot ngdt nglrng st dung clonidine.

Cdc digitalis: Cac glycosid tr¢ tim nhom digitalis khi két hop véi thudc ddi khang beta-
adrenergic c6 thé gy tang thoi gian dan truyén nhi -that. Cac thir nghiém lam sang véi
nebivolol khéng cho bing chirng 1dm sang nao ctia mdt twong tac. Nebivolol khong dnh
hwdng dén dong hoc cta digoxin.

Insulin va cdc thudc chéng ddi duong dang uéng: Mic du nebivolol khéng dnh hwéng téi
mitc dwong huyét nhung mot sé triéu chirng clia ha dwdng huyét (tréng nguc, nhip tim
nhanh) cé thé bi che gidu khi dung thudc.

Cdc thudc gdy mé: St dung dong thoi thude doi khang beta-adrenergic véi thube gy
mé c6 thé 1am giam phan xa nhip tim nhanh va ting nguy co tut huyét ap. Cac bac sy
gay mé phai dugc thong bdo néu bénh nhan dang dung nebivolol.

Cdc thude khdc: St dung dong thoi cac thude chdng viém khong steroid (NSAID) khong
lam anh hwédng téi hiéu qua ha huyét ap cia nebivolol.

Viéc st dung dong thoi véi cimetidin 1am ting ndng do trong huyét twong cua
nebivolol nhwng khong lam thay d6i hiéu qua 1am sang. St dung dong thoi voi
ranitidin khong lam thay déi dwgc dong hoc cia nebivolol. Co thé cung ké don
nebivolol d& uéng khi in va mot thudc khang acid (antacid) dung gitra cac bira an.

K&t hop nebivolol véi nicardipin lam ting nhe ndng do trong huyét twong cia ca hai
thudc nhung khéng 1am thay déi hiéu qua ldm sang. St dung dong thoi véi rwou,
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furosemid hay hydroclorothiazid déu khong lam anh hwéng téi dwoc ddng hoc cua
nebivolol. '

Nebivolol khéng lam dnh hwéng téi dwoc dong hoc va dwoc Iwe hoc ctia warfarin.

Cac thudc cwong giao cam c6 thé lam madt tic dung ctia thudc déi khang beta-
adrenergic. Cac thudc do6i khang beta-adrenergic c6 thé lam ting cic tic dung cwong
alpha-adrenergic ctia nhitng thudc cwong giao cdm c6 tac dong trén ca hé alpha va beta
adrenergic (dan téi nguy co ting huyét 4p, nhip tim cham va bloc tim).

S dung dong thoi cac thudce chéng tram cadm 3 vong, cac thudc ngu loai barbiturat va
phenothiazin c6 thé lam tang hiéu qua ha huyét 4p caa nebivolol.

Do qua trinh chuyén hod nebivolol c6 lién quan dén enzym CYP2D6 nén viéc st dung
dong thoi cac thudce e ché tai hip thu serotonin hay nhirng hop chat khac bi chuyén

Wy
Tang huyét 4p / /

Cac tac dung khong mong mudn dwoc bo cdo chi yéu tir mirc dd nhe dén trung binh

hoa chi yéu bai loai enzym nay sé lam gidm suw chuyén hoa nebivolol.

8. TACDUNG KHONG MONG MUON VA XU TRi:

duorc liét ké & bang dwéi, phan loai theo hé co quan va thi tw tin suit:

///

Hé co quan Phé bién Hiém gidp R4t hiém gap Khong biét
(21/100 - <1/10) |(21/1,000 - (21/10,000)
<1/100)
R&i loan hé mién Phu mach than
dich kinh, min cdm
R&i loan tam thin ac mong ,tram
cam
Réiloan hé thin  Pau dau, chong Ngit
kinh trung wong  mat, di cdm
R&i loan thi giac Giam thi lwc
R6i loan tim mach Nhip tim cham,
suy tim, dan
truyén nhi that
cham/ block nhi
that
R6i loan mach mau Ha huyét ap,
(tdng) chudt rut
Réiloan hé hdp, Khé thé Co thit phé quan
nguc va trung that ‘
R&i loan da day Téo0 bén, budn ndn, Kho tiéu, day
rudt tiéu chay ‘hoi, n6n
RGi loan da va mo Ngtta, ban, ban  Vdy nén tram
duwdi da dé trong hon
R6i loan co quan Bt luc
sinh duc va tuyén
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va

Réi loan chungva |Mét méi, phu
tai vi tri dung
thudc

10.

11.

12.

Nhitng tac dung khéng mong mudn dwéi dy cling da dwgc bao cdo khi sir dung mot s
thudc chen beta-adrenergic: 4o giac, tAm than, nham 1an, t& chi lanh/xanh tim, hién
twong Raynaud, khé méat va nhiém déc niém mac thi giac theo kiéu practolol.

‘Théng bdo cho bdc si nhiing tdc dung khng mong muén gd phdi khi sit dung thuéc’

QUA LIEU VA XU TRi:

Ngung dung thudc va lién lac ngay v&i bac sy hodc trung tAm y t€ gin nhét.

Mang theo vién thudc cung véi bao bi d€ bac sy biét ban d6 udng thudc gi va c6 bién
phap xit ly Kkip thoi.
Triéu chimg: Trigu chimg qua liéu cua céc thude chen beta 1a: nhip tim cham, tut huyét ap,
co thét phé quan va suy tim c4p tinh.
Diéu tri: Khi dung qua liéu, bénh nhan can dugc theo doi chit ch& va duoc diéu tri tich cuc.
Can kiém tra ndng do glucose méau. C6 thé ngan chin dugc su hip thu nhitng phan thudc
con lai trong dudng tiéu hod bing céch rira da day hodc cho bénh nhén u6ng than hoat va
mot loai thudc tdy. H6 hap nhan tao cling c6 thé can thiét. Nhip tim chdm hay cac phan (g
phé vi dién rong c6 thé dugc diéu tri bing atropin va methyl atropin. Tut huyet ap va shock
nén dugc didu tri bing huyét tuong /cac chat thay thé huyét tuong va néu cin, bing
catecholamine. ) . i

Céc hiéu qua chen beta c6 thé bi trung hoa bang céach truyén tinh mach cham isoprenalin
hydrochloride bat dau véi lidu khoang 5 pg/phiit, hodc dobutamin vai liéu khoi dau 1a 2,5
ug/phut, cho dén khi thu dugc nhing hiéu qua mong muon. Véi nhitng trudong hgp khong
dap tmg, isoprenalin c6 the ket hgp voi dopamin. Neu bién phap nay van khong tao ra dugc
dap mg nhu mong muodn, cé thé dugc cidn nhac dé sir dung bién phap tiém tinh mach
glucagon liéu 50- IOOug/kg Néu can, c6 thé tiém nhéc lai trong vong mot gid va tham chi
can thiét, c6 thé truyén tiép tinh mach glucagon véi liu 70pg/kg/h. Véi nhirng trudng hop
nang nhét khi hién tuong cham nhip tim khong dap tmg véi diéu tri, c6 thé dat may tao nhip
cho bénh nhan.

CACDAU HIEU CAN LUU Y VA KHUYEN CAO:
Khdng dung thudc qua liéu chi dinh.

Piéu kién bdo quin: 3 nhiét do khéng qua 30°C.
Han ding ciia thudc : 36 thang ké tir ngdy san xudt. //&
TEN, PIA CHi VA BIEU TUQGNG CUA NHA SAN

(< ononr

Torrent Pharmaceutics Ltd.
Indrad-382 721, Tal : Kadi City : Indrad, Dist : Mehsana, An DJ.

NGAY XEM XET SUA POI, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG
THUOC :23/06/2017.
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