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CONG THUC:
Nebivolol HCl tugng Ung Nebivolo! ........ccooceveviiiiiciiiiacinnn 5mg
Tadugcviadai .. .1viénnen

CHI BINH; CHONG CHi | DlNH -LIEU! LUQNG VA CACH DUNG:
Xin doc trong 18 hudng dan sirdung.
BAO QUAN: Bé nai khé mat, nhiét do dudi 30°C, tranh anh sang.
DE XA TAM TAY CUA TRE EM

BQC KY HUGNG DAN SU DYNG TRUGC KHI DUNG
Céc théng tin khédc xem trong td hudng dén kém theo
SBK:
Tiéu chuén: TCCS

R; Prescription only Box of 10 blisters x 10 tablets

¢ ebivolol 5

PHARMACEUTICAL JOINT STOCK COMPANY OF 322 |
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¢ ebivolol 5

Pro i .mauamumwmmuwmmxmmuu— |
COMPOSITIONS:

Nebivolol HClequivalentto Nebivolol ... 5MQ
EXCIPIBINTS Q5 1ovivveieiieiiies s iss st ere e 1 tablet

INDICATIONS; CONTRAINDICATIONS; DOSAGE & ADMINISTRATION:
Read carefully the enclosed leaflet.
STORAGE:
Indry, cool place, atthe temperature below 30°C, protect from light.
KEEP OUT OF REACH OF CHILDREN

CAREFULLY READ THE INSTRUCTIONS BEFORE USE
For further informations, please read the enclosed leaflet.
Reg No:
Specification of the manufacturer.
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Nebivoiol HC! equivalent to Nebivolol smg
Excipiants ga iabist  Rag No:

INDICATIONS: CONTRAINDICATIONS; DOSAGE & ADMINISTRATION:
Flend caretuly Ihe enciossd ieaiet bbb Fbpiro it
STORAGE:
Indry. cool place. &l ihe lemperalure betow 30°C, protect from light
KEEP OUT OF REACH OF CHILDREN
CAREFULLY READ THE INSTRUCTIONS BEFORE USE
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MAU TO HUGNG DAN sU DUNG XIN LUU HANH

Nebivolol 5

Nebivolol 5 mg

Rx Thuéc ban theo dan

THANH PHAN: Cho 1 vién nén

Nebivolol HCItudng tng Nebivolol ... §my
Ta dugic: Mannitol, Microcrystalline cellulose, Povidon K30, Lutrol F88, Croscarmellose
natri, Aerosil, Magnesi stearat.

CAC DAC TINH DUQC LY:

DUQC LUC HOC:

Nebivolol 1a mét hén hgp racemic gdm hai dang dang phan SRRR-nebivolol (hay
d-nebivolol) va RSS3-nebivolol (hay -nebivolol).

Thude phdihop ca haitac déng dugc ly:

- Nebivolol 14 thude chen thy thé beta chen loc va canh tranh: tac déng nay do
SRRR-enatiomer (d-enatiomer)

- Nebivolol ¢é kha nang gay gian mach bing cd ché ngi mac théng qua con dudng
L-arginine/ Nitric oxide.

DUGC BONG HQC:

- C4 hai dang dong phan nebivolol duge hap thu nhanh chdng sau khi uéng. Sy
hap thu clia nebivolol khong bj anh hudng bdi thic an, do dé nebivolol ¢o thé duge
diing khong phu thube vao bla an.

- Nebivolol dugc chuyén hoa nhiéu, mot phan tao thanh chat chuyén hoa hydroxyl
¢6 hoat tinh. Nebivolol dugc chuy&n héa qua su hydroxyl héa vang no va vong
tham, khii alkyl & N- va glucuronic héa, ngoaira cén hinh thanh cédc glucuronid cia
cac chat chuyén héa hydroxyl. Su chuyén héa clia nebivolol bang cach hydroxyl
héa véng tham tly thude vao tinh da hinh oxy hoa cé tinh ch&t di truyén phu thude
CYP2D6. Sinh kha dung duéng udng cla nebivolol trung binh 14 12% & nhiing
ngudi chuyén hda nhanh va hdu nhu hoan toan & nhiing ngui chuyén hdacham,
- Vi ¢6 nhigu mic dé chuyén hoa khac nhau, liéu ding cla nebivelol nén luén
dugc diéu chinh theo ddp ting clia ting b&nh nhan: nhiing ngudi chuyén hoa thap
cén nhiing liéu thap hon. G nhiing ngudi chuyén héa nhanh, thei gian ban thai cla
céc dang déng phan nebivolol trung binh 1a 10 gid. o) nhing ngudi chuyén héa
cham, théi gian dai hon ti 3 dén 5 1an. O nhiing ngudi chuyén héa nhanh, thoi gian
ban thai clia cac chat chuyén héa hydroxyl clia ca hai dang déng phan trung binh
1424 qid, va gdp ddi thdi gian & nhiing ngudi chuyén hda cham.

- Muic 8n dinh trong huyét tugng & hdu hét chi thé (nhiing ngudi chuyén hoa
nhanh) dat dudc trong vong 24 gid d&i vi nebivolol va trong vong vai ngay cho céc
chéat chuyén héa hydroxyl. Trong huyét tuong, ¢a hai dang déng phan nebivolol
phan lén duge két hop vdi albumin. Gan két vdi protein huyét tuong 1a 98,1% déi
vaidang SRRR-nebivolol va §7.9% ddi véi dang RSSS-nebivolol.

Mat tudn sau khi ding thude, 38% liéu dung dugc bai tiét qua nude tiu va 48%
qua phan. Su bai tiét qua nudc tiéu dudi dang khéng déi clia nebivelsl nhd hon
0,5% liéu diing.

CHIBINH:

Diéu tritdng huyét ap.

CHONG CHI BINH:

- Qud man vdi bat cu thanh phan nao clia thude

-3uygannang.

- Suy tim captinh, s6¢ tim hodc dat suy tim matbu.

- Ngoai ra, cling gidng nhu cac thude lc ché beta khac, chéng ¢hi dinh dung nebivolol
trong cdc trudng hop:

- Héi chiing suy nut xoang bao gém blde xoang-nhi.

- Bléc tim d9 hai hodc dd ba (khéng dugce dat may diéu hda nhip).

-Tién slrco that ph& quan hoac hen phé quan.

- U thy thugng than khéng dugc diéu tri,

- Nhi&m acid chuyén héa.

- Nhip tim cham (nhip tim < 60 nhip/phut trude khi bat dau didu tri).

-Hahuyétdp (huyétap tam thu < 50mmHg).

- Réiloan tuan hoan ngoai vinang.

- Tré em duéi 18 tudi.

THANTRONG:

Thude gay mé: Duy trl viéc diéu tr bing thudc chen beta lam gidm nguy co bi loan
nhip trong qua trinh gay cam Ling chuin bj cho gay mé va ndi soi. N&u phai ngung
thudc chen beta dé chudn bi phau thuat thi nén ngung it nhat trude 24 gid. Can
theo doi than trong déi véi mét vai thude gay mé co thé gay suy co tim. Bénh nhan
dugc bao vé chéng lai phan tng thdn kinh phd giao cAm bang cach tiém tinh mach
atropin.

Tim mach:

- Nhin chung, cac thudc tic ché beta khéng nén dugce siidung cho nhiing bénh nhan
suy tim sung huyét chua duge diéu trj, trli phi tinh trang suy tim da dugc én djnh.

- @ nhitng bénh nhan thiéu mau tim cuc bd, didu trj véi thude chen beta nén ngung
thude ti tir (1-2 tudn). Néu cén, diéu trj thay thé nén bat ddu cung théi diém dé
ngén ngtia ting dau that nguc.

- Thude chen beta-adrenergic cé thé gay nhip tim cham: trong qua trinh diéu tri

néu téc do mach giam dudi 50-55 nhip/ phut lic nghi ngai va/ hoac bénh nhan co
nhitng dau hiéu lién quan d&n bénh nhip tim cham, ¢an phai giam liéu

Nén dung thudc chen beta-adrenergic than trong:

- @ nhiing bénh nhan cé nhiing rdi loan tuan hoan ngoai bién (bénh hoae héiching
Raynaud. chiing khap khigng cach héi) vi cd thé 1am nang thém cac réi loan nay.

- @ nhiing bénh nhan blde tim d6 1 vitac dung lam cham thai gian dan truyén clia
cac thudc dc ché beta.

- @ nhiing bénh nhan bi ching dau that nguc Prinzmetal do khong déi khang thy
thé alpha gian tiép gay co déng mach vanh, thuéc chen beta-adrenergic c6 thé
lamtang s 1dn va khodng thoi gian cia cac can dau that nguc.

Khéng khuyén cao sl dung phdi hop nebivolol vai thude chen kénh calci nhu
verapamil va diltiazem, véi thudc chéing loan nhip nhém |, hodc vdithudc ha huyé&t
ap tac ddng lén trung udng.

Chuyén héa/noi tiét: Nebivolol khéng dnh huéng dén néng dé glucose & bénh
nhan dai thao dudng. Tuy nhign, nén ding than trong vi nebivolol co thé che 1ap
matvaitrigu chiing ha dudng huyét (nhip tim nhanh, danh tréng nguc).

Thuéc chen beta-adrenergic co thé che l4p trigéu ching nhip tim nhanh & bénh nhan
cudng giap. Ngling thudc dét ngot o thé lam tang triéu chiing nhip tim nhanh,

H& hap: O nhiing bénh nhan bi réiloan tic ngh&n phéi man tinh, thuéc chen beta-
adrenergic dugc ding than trong vicd thé [am tédng thém su co that dudng thé.
Khac:

Bénhnhan cd tién st bénh vay nénchi nén dung thudc chen beta-adrenergic sau
khidacannhaccanthan.

Thudc chen beta-adrenergic ¢é thé 1am tdng nhay cam vditac nhan gay di ding va
tang muc do trdm trong cla cac phan ding phan ve.

Anh hudng trén kha nang ldi xe va van hanh may moéc: Chua cd nghién clu su
anh hudng trén kha nang |ai xe va van hanh may maéc, Nhing nghién ciu duge luc
hoc cho thdy nebivolol khéng anh hudng dén chuc nang tam than van déng. Can
than trong khi lai xe hoac van hanh may méc do thuéc déi khi cé thé gay choa ’.?ﬁ
;:nj :ITJ”;? ;n:.:f-\i VAPHYNUCHOCONBU: \‘l Céf\
Phuy ni ¢6 thai: Nebivolol c6 thé gay hai d&i véi thal ki va/ hodc thai nhuL.trq. Co|
sinh, Nhin chung, eac thudc tic ché beta lam giam Iub lugng tuan hoan qua nhau DUdgc
thai, nén lam bao thai kém phaktrlen thai chét luu, say thai hoac chuyén d 36

Cac tac dung phu khéng mong mudn khac (vidu ha huyét ap va nhip tim cha
thé xay ra déi vdi thai nhi va tré so sinh. Néu vigc diéu tri bang cac thudc lc
beta la can thigt thi nén dung cac thude Uc ché chon lgc trén thu thé beta 1. e PHE
Khéng nén sl dung nebivolol khi mang thai tris khi thuc su cdn thigt. Néu viéc diéu e
trivdi nebivolol la can thiét thi phai theo doi sat luu lugng mau dén tli cung-nhau va
sy phat trién clia bao thai. Trong truéing hop gay tdc hai cho ngudi me va thai nhi
thi nén can nhic st dung thudc khac. Tré sd sinh phai dudc theo ddichatché. Céc
triéu chiing cla ha huy&t 4p va nhip tim cham thudng xay ra trong 3 ngay dau tién
Phu nii cho con bu: Nhiing nghién ciiu trén déng vat cho thay nebivolel dude tiét
qua sta. Chua biét thudc nay co tiét qua sia me hay khong. Vi vay. khdng nén
dung thuée nebivolol khicho con bi.

TAC DUNG KHONG MONG MUGN CUA THUGC (ADR):

- Tac dung phu théng thudng da dudc bao cdo nhu: nhic dau, choang vang, di
cam, khd thd, tdo bén, budn ndn, tiéu chay, mét méiva phu.

- Cac tac dung khdéng mong mudn da dudc bao cdo, hau hét cac trudng hop la nhe
déntrung hinh

Thugng gdp (= 1/100- < 1/10) L‘
- Réiloan hé than kinh: dau ddu. hoa mat, dicam

- Réiloan nguic, trung that, hé hd hap: khé thd

- Réiloantiéu hoa: tdo bon, budn nén, tiéu chay

- Cac réiloan chung: mét moi, phu

ftgdp (= 1/1.000- < 1/100)

- Réiloantam than: 4c mong, trdm cam

- Réiloanthi gidc: gidm thiluc

- Réiloan nhip tim: nhip tim cham, suy tim, bloc nhi- that, cham dan truyén nhi-that
- Roiloan mach: ha huyét &p (tang khap khiéng cdch hai)

- Réiloan ngyc, trung that, hé ho hdp: co that phé quan

-Roiloan tieu héa: kho tigu, day hdi, nén mia

- Réiloan tuyén vii va hé sinh san: bat luc

Higm gap (= 1/10.000j

- Roiloan hé thén kinh ngét

- Roiloan da va mo dudi da: bénh véy nén nang thém

-Khéng bigt

- Railoan hé mién dich Phi mach than kinh, phan Ung qua méan

Thdng bao cho bac sTnhiing tac dung khang mong mudin gap phai khi stf dung thude
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LIEU LUGNG VA CACH DUNG:

Nebivolal duge ding bing dudng uédng, kém hoac khang kém theo thiic 4n,
Diéutritdng huyétap

Liéu dung nén dugc diéu chinh cho tiing bénh nhan

Ngudi I6n: Liéu khdi du dugc khuyén cdo la 5mg, méi ngay mét lan. O nhiing
bénh nhén cé huyét dp khang dugc kiém soét day dii vdi liéu lugng nebivolal ban
dau, co thé tang lisu méi 2 tudn lén dén 40 mg/ ngay. Lidu t8ida 40 my/ ngay.
Bénh nhan suy than: Bai vdi nhitng bénh nhan suy gidm chiic nang than nang
(dé thanh thai ereatinin Cler < 30ml/phut), liu khdi ddu dugc khuyén ciao la 2.5
mg, méingay motlan. Néu can thiét, liéu o6 the duge ting 1én mdtcach than trong
Bé&nh nhan suy gan: B6i véi bénh nhan suy gan muc dé trung binh (Child-Pugh
loai B), liéu khdi dau khuyén cdo clia nebivolol 1a 2,5 mg, mdi ngay mét 1an, Néu
can thiét, lifu cd thé dugc tang 1én mét cach than trong. Chéng chi dinh cho bénh
nhéan suy gan nang (Child-Pugh loai C).

Ngudi cao tudi: khong can chinh ligu.

Ngudicd chuyén hdaco chidtela CYP2D6 kém: khang can chinh liéu.

Tré em dudi 18 tudi: Chua cé nghién clu déi véi tré em dudi 18 tudi Do dd, khang
dé nghi dung thude cho tré em dudi 18 tudi,

QUA LIEUVA XU TRI:

Chua cé nhiing dif liéu vé qua liéu nebivolol.

Triéu chiing: Nhiing triu ching clia qua lidu thudc chen beta 1a: cham nhip tim, ha
huyét ap, cothét phé quan va suy tim cap tinh.

Bidu tri: Trong trudng hdp qud lidu, b&nh nhan can duge giam satchatché va diéu
tri dudi sy cham soc dac biét. Nén kiém tra ndng dé glucose trong mau. Co thé
ngén chan sy hap thu clia cac phan con lai cha thubc van con hién dign trong
dudng tiéu hoa bing phudng phap riia da day. dung than hoat tinh va mét thudc
nhuan trang. Can hé hdp nhan tao. Cham nhip tim hodc phan ing phé giao cam
qua miic can dugc diéu tri bAng cdch ding atropin hodc methylatropin. Ha huyét
ap va soc nén diéu tri bang huyét tuong/ chat thay thé huyét tuong va néu cén
thiét, ding cac catecholamin. Tdc dung clia thudc chen beta c6 thé giam bing
céch tiém tinh mach cham isoprenalin hydrochlorid, bat ddu véi liéu khoang 5 mg/
phit hoac dobutamin bat ddu vdi liéu 2,5 mg/ phut cho dé&n khi dat hiéu qua mong
muén. Trong nhiing trudng hop dal dang, isoprenalin ¢é thé dude két hop vél
dopamin. N&u van chua dat hiéu qua mong mudn, cé thé tiém tinh mach glucagon
50-100 mg/ kg. N&u cdn thiét, nén 1ap lai tiém tinh mach trong véng mat gia, tiép
theo-n&u can thiét - truyén glucagon 70 mg/ kg/ gid. Trong nhiing trudng hap nhip
tim cham qua miic dé khang vai viée didu tri, cé thé sl dung thém may diéu hoa
nhip.

TUONG TAC THUGC:

Tuang tac vé dugc luc hoc

Khéng nén phdi hgp

- Cac thudc chéng loan nhip nhém | (quinidin, hydroguinidin, cibenzolin, flecainid,
disopyramid, lidocain, mexiletin, propafenon): tde dung lam cham thai gian dan
truyén nhi- thatva giam suc co bop clla co tim.

- Cac thude chen kénh calci thude nhém verapamil/diltiazem: tac dung am tinh
trén su co bop va dan truyén nhi-that. Tiém tinh mach verapamil trén bénh nhan
dang diéu tri bang thufc chen beta ¢é thé dan dén tryy tim va blfc nhi-that,

wc:: CUC TRUGNG
TRUGNG PHONG
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- Thudc ha huyét ap tac déng 1&n trung uong (clonidin, guantacin, moxonidin,
methyldopa, rilmenidin): dung ddng théi véi thude ha huyét ap tac déng lén trung
uang co thé lam xdu di tinh trang suy tim do lam giam truong luc thén kinh giao
cam trung udng (giam nhip tim va cong suét tim, gian mach). Ngung st dung dot
ngét, dac bigt néu trude do co ngung sU dung thude chen beta, cé thé gay tang
nguy cd "tadng huyét ap déi ngugc".

Than trong khi phéi hop:

- Cac thude chéng loan nhip tim nhom |1l (amiodaron); tang tac dong 1&n thai gian
dan truyén nhi-that,

- Cde thude gay mé bay hdi ddn xudt halogen: ding déng théi thuée chen beta va
thudc gay mé co thé lam giam phan xa tim nhanh va |am tdng nguy cd ha huyét ap.
Vé nguyén tic chung nén tranh nging dét ngdt thudce chen beta] Théng bae cho
chuyén vién gay mé khibénh nhan dang dung nebivolol. f \l

Luuy khiphéihop }

- C4c glycosid digitalis: St dung dong thdi cd thé lam !ang 1h0| gian dan truyén
nhi-that.

- Thudc chen calei nhém dihydropyridin (amlodipin, felodipin, lacidipin, nifedipin,
nicardipin, nimedipin, nitrendipin): viéc ding déng théi cé thé lam tang nguy cd ha
huyét ap va khéng loai triy su gia ting nguy cd 1am hu héng chic nang bom mau
cliatam that & nhiing bénh nhan suy tim.

- Thuéc an than, thude chéng trdm cam (3 vang, barbiturat va phenothiazin): ding déng
thoi co thé lam tang tae dung ha huyét ap clia thude chen beta (tac dang hiép luc).

- Thudc giéng giao cam: dung déng thdi cd thé trung hoa tac dung cla thudc chen
beta-adrenergic. Cac thude chen beta-adrenergic ¢6 thé knang chéng lai hoat
tinh alpha-adrenergic clia thudc gidng giao cam co ca hai tdc déng alpha va beta-
adrenergic (nguy cdcao huy&tap, nhip tim cham trdm trong va blde tim).

Tudng tac duge dgng hoc:

- Do co ché chuyén hda cla nebivolol lign quan dén isoenzym CYP2D6 nén viée
ding dong théi véi cac thude Uc ché men nay, dac biét la paroxetin, fluoxetin,
thioridazin va quinidin c6 thé dan d&n lam tang néng do huyét tuong clia nebivalol
k&t hgp veitang nguy co lam cham nhip tim qua muic va cdc tae du ng phu khac.

- Sif dung k&t hop vdi cimetidin Iam tdng néng do trong huyét tuang clia nebivolol
nhung khong lam thay ddi tic dung 1am sang.

- Sir dung déng thoi nebivolol va nicardipin |lam ting nhe ndng do trong huye__
tuong clia cd hai thude nhung khong lam thay déi tae dung lam sang.
QUY CACHBDONG GOI: Hp 3 vix 10 vién nén, Hop 10w x 10 vién nén .
BAO QUAN: Noi khé mat, nhiétdé dudi 30°C, tranh &nh sang.
HANDUNG: 24 thang ké i ngay san xuat.

- Vidn nén Nebivelo! Smg dat theo Tigu Chudn Ca Sd

- 08 xa tdm tay Iré em Doc ki hudng din s0 dung trude khi ding

« Néu cdn thém théng tin xin hai ¥ kign bdc si 2

- Thude ndy chi ding theo su ké don ua fthdy thuse
- 8dn xudl tai Nhd mdy 56 930 C2, Budng . KON Cart Lai Phudng Thanh My Lai, Cum I, Q.2 TP HCM
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