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Compaosition:
Each tablet contains:
7
Nebivolol HCI equivalent to Nebivolol, 2 5mg [ Ad-Siale)
Dosage, Indications & Contraindications: THANH Mbi vién nén chia:
As directed by the physician or see package ci“"b““”! (m' ﬁwﬁncﬂémmmlsm
insert for full prescribing information. Xem 13 hudng din sif dung kém theo.
Instructions: BIEU KIEN BAO QUAN: BAo quan & nai kho ro, tranh

&nh séng va do £m, nhigt do dudi 30°C
sdusx,usx.lnmmm,mm.emn-m
trén bao bi.

SBK:

Cic thdng tin khdc 3 nghi xem trong t& madng dén sir

dung kém theo.
m&mmmmmymmﬂmm
si

Doc ky huidng dén si dyng trudc khi dung.
anf::&yﬁm

TiEU C| CHAT LUQONG THUGC: Tces

Sin xusit tal: GETZ PHARMA (PVT) LTD,
29-30/27, Korangi Industrial Area, Karachi, Pakistan,
Mfg. Lic. No.: 000284

lm

Store below 30°C
Protect from sunlignt & moisture.

PLEASE REFER TO INSTRUCTIONS SHEET FOR
OTHER INFORMATION,

ASK A PHYSICIAN OR PHARMACIST FOR MORE
INFORMATION,

READ INSTRUCTIONS CAREFULLY BEFORE USE.
KEEP OUT OF REACH OF CHILDREN,

Manulactured by

C Getz
pharm ajzeaoe
(RVT) LIMITED | KLA., Karachi,
Pakistan

www.geupharma com
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TO HUONG DAN SU DUNG THUOC
Rx - Thuéc nay chi ding theo don thuébe
VIEN NEN

GETVILOL TABLETS
Nebivolol (dudi dang Nebivolol HCI) 2.5mg & Smg

KHUYEN CAO:

- Docky huéng din sir dung truée khi ding.

- Néu cin thém théng tin, xin héi y kién bac si.

- Thuoc nay chi dung theo sy ké don cia thiy thudc.
- Péxatim tay tré em.

THANH PHAN CONG THU'C THUOC

GETVILOL TABLETS 2.5mg

Méi vién nén chira:

Thanh phéin hoat chét:

Nebivolol HCl twong duong nebivolol: 2.5mg

Thanh phin ti duge:

Lactose monohydrat (Lactose), tinh bét bip, Avicel PH-102
(Microcrystallin cellulose - DC grade), natri lauryl sulphat, oxyd
sat vang, methocel E-5 (Hypromellose 5CPs), croscarmellose
natri, Aerosil 200 (Colloidal silica khan), magnesi stearat.
GETVILOL TABLETS Smg

Méi vién nén chiia:

Thanh phin hoat chiit:

Nebivolol HCl trong duong Nebivolol: 5.0mg

Thanh phin td duge:

Lactose monohydrat (Lactose), tinh bot b"lp Avicel PH-102
(Mlcrocrystallm cellulose - DC grade), natri lauryl sulphat, oxyd
sat vang, methocel E-5 (Hypromellose 5CPs), croscarmellose
natri, Aerosil 200 (Collmdal silica khan), magnesi stearat.

DANG BAO CHE: Vién nén.

GETVILOL TABLETS 2.5mg

Vién nén hinh tron, mau kem, hai mat 16i, tron,

GETVILOL TABLETS 5mg

Vién nén hinh tron, mau kem, hai mat 15, tron

CHI DINH

GETVILOL TABLETS (Nebivolol) duge chi dinh diéu tri:

Tang huyét dp
Diéu trj tang huyét ap v can.

Suy tim mén tinh
Diéu tri suy tim man tinh én dinh nhe va trung binh ngoai cac li¢u
phap diéu ti chuin cho bénh nhian > 70 tudi.
Getvilol (Nebivolol) co thé duogce sir dung mét minh hozc két hop
véi cac thude chong ting huyét ap khac.

CACH DUNG LIEU DUNG

Ting huyét ap

Nguwoi Ién

Liéu mot vién (5mg) mdi ngay, tét nhit la cung mot lie trong
ngay. Thubc c6 thé udng cing hodc khéng voi thire @n. Chinh liéu
dau tién nén duoc thuc hién khoang moi 1-2 tudn dva trén do dung
nap cia bénh nhan. Liéu tdi da khuyen cao la 10mg nebivolol moi
ngay mot lan. Téac dung ha huyét ap thiy ro sau 1-2 tudn didu tri.
Doi khi, hidu qua t6i wu dat duoc chi sau 4 tudn.

Trong giai doan chinh lidu, trong tr uong hop suy tim xéu di hodc
khong dung nap, khuven cdo trude tién giam licu nebivolol, hodc
ngirng thube néu cin thiét (trong truong hop ha huy &t 4p nang, suy
tim ning hon kém theo phu ph01 cdp tinh, séc tim, ¢6 tricu chirng
nhip tim cham hodc chin nhi thét).

Bénh nhdn suy thédn

O bénh nhén suy than. litu khai diu khuyén cdo 1a 2.5 mg mdi
ngay. Néu cin thiét, lidu hang ngay c6 thé tang 1én dén 5 mg. Than
trong khi chinh liéu.

Bénh nhdn suy gan

Nhing dir ligu trén bénh nhan suy gan hodc rdi loan chirc ning
gan cdn gidi han. Vi vay, chdng chi dinh khi sir dung nebivolol
cho bénh nhin nay.

Nguoi cao tuéi

0 nhimg bénh nhén trén 65 i, lidu khuyén cdo khéi diu 1a
2.5mg mdi ngay. Néu can thiét, liéu hang ngay c6 thé tang lén dén
5 mg. Tuy nhién, dua vao nhing dir liéu con giéi han khi sir dy
thude cho déi tuong trén 75 tudi, nén than trong va phai duoc
sdt chit ché khi str dung thude cho dbi twong nay.
Suy tim man tinh
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Piéu trj suy tim man tinh 6n dinh dugc bit diu véi chmh liu ting
dén cho dén khi bénh nhén dat dugc Ileu duy tri t6i uu.

Bénh nhan phai ¢6 suy tim man tinh én dinh ma khéng cé suy cdp
tinh trong 6 tuén qua. Khuyen cdo cic bac sT didu trj nén la nguoi
¢6 kinh nghiém trong viée kiém soat bénh suy tim man tinh.

f)m voi nhitng bénh nhén dang didu trj bang thudc tim mach bao
gdm ca thude lgi tidu va/hoic digoxin va/hodc cdc chét e ché
ACE va/hoic dm khang angiotensin 11, 11eu ding cta céc thube
ndy phai duge én dinh trong suét hai tudn qua trude khi bat diu
diéu trj nebivolol.

Liéu x4c dinh ban ddu nén dugc thyc hién dua theo nhirng budc
sau cich 1 — 2 tudn va phu thudc vao dung nap cia timg bénh
nhdn: 1,25 mg nebivolol, ting 1én 2 Smg nebivolol mét lan mbi
ngay, sau dé tang [én 5Smg mét 1An mdi ngay va ting 1én 10mg mot
lan mdi n gay.

Liéu khuyen céo tbi da mdi ngay I 10mg nebivolol.

Bt diu didu trj va mdi lan tang lidu nén dugc gidm sdt boi bdc st
c6 kinh nghiém trong thoi gian it nhét 14 2 gio dé chéc chin tinh
trang lam sang (dac biét huyet ap, nhip tim, r6i loan dan truyén,
d4u hiéu x4u di cia suy tim) van on dinh.

Nhitng tac dung khéng mong mudn cé thé Xdy ra déi voi lﬁt ca cdc
bénh nhan dang diéu trj véi lidu khuycn céo ti da. Néu cin thiét,
heu ding dat duge ciing ¢6 thé giam ting budc va sau dé 1ap lai

phu é/p
t qua trinh x4c dinh liéu dang, néu tinh trang suy tim xdu
ac khéng dung nap, khuyén céo ban dau la giam liéu ding
cua nebivolol, hodc ngimg ngay lap tire néu can thiét (neu nhu ha
huyét ap nghiém trong, suy tim ning va phu phdi cap, sbc tim,
tri€u chimg nhip tim cham hogc chen nhi that).
Diéu trj suy tim man tinh én dinh véi nebivolol thuomg 1a diéu tri
lau dai.
Khong nén ngimg diéu tri véi nebivolol ddt ngft vi dlcu nay cé thé
din dén tinh trang suy tim trim trong hon. Néu cin thiét phai
ngung dung thude, nén giam dan dan lidu leong chia thanh ting
phan mi tudn.
Déi véi bénh nhan suy thin
Khong can thiét diéu chinh lidu déi voi bénh nhén suy thin nhe
dén trung binh bai vi viéc xac dinh lleu ding dén liéu tdi da dung
nap s& dugc diéu chinh tiy vao mdi bénh nhan. Khong ¢é kinh
nghiém sur dung thude déi vai bénh nhéan suy thdn nang (d6 thanh
thai trong mau > 250pmol/L). Vi vy, khuyén céo khéng str dung
nebivolol cho nhitg déi tugng nay.
DGi voi bénh nhdn suy gan
Nhirng dir li¢u trén bénh nhan suy gan hoac rdi loan chire ning
gan con gidi han. Vi vdy, chéng chi dinh khi sir dung nebivolol
cho bénh nhén nay.
Nguoi [én tusi
Khong can thiét diéu chinh lidu dbi Vi bénh nhan 16n tudi boi vi
viéc xdc dinh lleu dung dén lidu téi da dung nap sé dugc didu
chinh tiiy vdo méi bénh nhan.
Tré em va thanh thiéu nién
Khéng ¢6 nghién ctru sir dung thudce cho tré em va vi thanh nién.
Vi viy, khuyén cio khong sir dung thude cho tré em va vi thanh
nién.
CHONG CHI PINH
Nebivolol chéng chi dinh & bénh nhan co:
Man cam voi hoat chit hozc bat ky thanh phén nao cua thube.
Suy gan ning,
Suy tim cdp tinh, sb¢ tim hay trong con suy tim mat bi ¢én lidu
phép gy co co tim dudng tinh mach,
Hoi ching bénh xoang, bao gdm ca chen xoang nhi thét.
Bléc tim mirc d6 2 va 3 (khong dung thiét bi diéu hoa nhip tim).
I':en str co thét phé quan va hen phé quan.
U té bao ua crom khéng diéu tri.
Toan chuyén héa.
Chédm nhip tim (nhip tim < 60 lan/phut trudie khi bét dau didu tri).
Ha huyét ap (huyét ap tam thu < 90mmHg).
Réi loan tudn hoan ngoai bién nghiém trong.
CANH BAO VA THAN TRONG KHI DUNG THUOC
Gay té
lién tuc chen B 1am giam nguy co rbi loan nhip trong qué trinh
Mg va dat noi khi quan. Néu phong téa beta b gian doan dé
an\bi cho ca phiu thudt, cac chat déi khéang beta- -adrenergic nén
lit nhit 24 gior trude khi tién hanh,
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Thin trong theo ddi vai mot sb thuoc t& gdy nhdi mau co tim.
Bénh nhin c6 thc dugc bao vé chdng lai cac phan tng than kinh
phé vi bing truyén tinh mach atropin.

Suy tim

Nebivolol nén ding than trong ¢ nhirng bénh nhan suy tim sung
huyét con bu. Néu suy tim nidng hon, nén xem xét ngung
nebivolol.

Chuyén hod/Néi tiét

Theo ddi cén than & bénh nhan tiéu duomg do nebivolol c6 thé gay
ra tri¢u chimg ha dudng huyét (nhip tim nhanh, danh trng nguec).
Céc thube chen p- -adrenergic ¢6 thé gay cudng giap tricu ching
nhip nhanh. Ngung diéu tri dot ngdt ¢6 thé tang cudng cac tri¢u
chung.

Neteng dot ngdt tri liéu

Viée didu trj voi nebivolol khong nén ngimg dot ngét vi didu nay
¢6 thé din dén suy tim ngay cang 16i t&. Neu cén thlct nging su
dung, liéu ding nén dugc giam dan chia mdi nra tudn. Néu dau
that nguce nang hon hodc suy mach vanh cap tinh tién trién, khuyén
cdo nén uodng lai nebivolol kip thoi, it nhét 1a tam thoi.

Bénh mach mdu ngoai bién

Thude chen B ¢6 thé thic ddy hodc 1am ning thém céc triéu ching
cua suy dong mach ¢ bénh nhén b¢nh mach mau ngoai bién. Nén
cin thén trong o nhirng bénh nhéan nay.
Suy thdn

Nebivolol phai duge sir dung thén trong & bénh nhén loc than.
Bénh nhén cao tuéi

O nhitng bénh nhéan trén 75 tudi, than trong va theo ddi chit ché
nhtng bénh nhan nay.

Hé hé hdp

O nhiing bénh nhéan bj réi loan tic nghén phdi man tinh, thudc
chen beta-adrenergic duge dung thin trong vi ¢6 thé lam tang
thém su co thit dudng thé.

Khdc

Bénh nhan c6 tidn sir bénh vay nén chi nén dung thube dbi khing
beta-adrenergic sau khi xem xét ¢in than. Thubc déi khang beta-
adrenergic co thé lam ting nhay cam vdi chit gdy di ing va lam
tram trong phan ing phan VE.
Getvilol tablets ¢o chua lactose. Bénh nhin ¢6 vin dé di truyén
hiém gip khong dung nap galactose, thiéu Lapp-lactase hoiic kém
hap thu glucose-galactose khong nén ding thude nay.

SU DUNG THUOC CHO PHU NU' CO THAI

Nebivolol ¢6 nhimng tac déng ducce |y ma ¢6 thé anh hwang co hai
lén phu nir mang thai vd/hoic thai nhi/tré so sinh. th chung,
nhirng, thudc chen beta- -adrenergic lam giam lugng nudéc bi, 6 thé
din dén cham phat trién, thai chét luu, xay thai hodc chuyén da
sém. Nhirng tac dung khéng mong mudn (nhu ha glucose mau va
nhip tim chdm) ¢6 thé xay ra thai nhi va tré so sinh. Néu can thiét
phai diéu trj voi thude chen beta adrenergic, thude trc ché c6 chon
loc beta 1 nén dugce lua chon.

Cén cin nhéc lgi ich diéu tri va nguy co anh huong dén thai nhi
khi that sy can su dung Nebivolol trong thai ky (loai C). Néu diéu
tri bang nebivolol dugc xem la cin thiét, cin theo doi dong mau
uteroplacental va sy phat trién cua thai nhi. Trong truéng hop anh
hudng ¢6 hai trén thai ky hodc didu tri thay thé thai nhi nén duoc
xem xét. Nhirng tré so sinh phai duge gidm sat chat ché. Céc triéu
ching cua ha duong huyét va nhip tim chim du kién thuong xay
ra trong vong 3 ngay diu tién.

SU DUNG THUOC CHO PHU NU'CHO CON BU

Nghlen clru trén dong vit cho théy, nebivolol bai tiét vao sira.
Chura 1o thube ¢6 bai tiét qua sira me hay khong ¢ ngudi. Phin lon
cée thude chen beta, dic biét la hop chat lipophilic nhur nebivolol
va cdc chét chuyén héa cia no co thé qua stra me mac du muc do
thay ddi. Vi vy, khuyén cdo khéng nén cho con b trong qua trinh
diéu trj véi nebivolol.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA
VAN HANH MAY MOC

Khong c6 nghién ctru vé anh huang cia thude trén kha ning lai xe
va vdan hanh may mdc. Nghién ciru dugc luc hoc cho theiv
nebivolol khong anh hudng dén than kinh. Khi lai xe hodc
hanh may mée, can luu v 1a thube ddi khi cé thé xay ra cho 2 mi
va mét moi. f
TUONG TAC CUA THUOC
Twong tic vé dugce lue hoc

* Khéong nén phoi hop
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Cde thuéc chéng loan nhip nhém I (quinidin, hydroquinidin,
cibenzolin,  flecainid,  disopyramid,  lidocain,  mexiletin,
propafenon): Tang tic dong Ién thoi gian din truyén nhi-thit va
tang tac dong hudng co am tinh.

Cde thuéc chen kénh calci thude nhém verapam:!/dtitzafem

Téc dung 4m tinh trén su co bop va dén truyen nhi-thit. Tiém tinh
mach verapamil trén bénh nhan dang diéu trj bang thudc chen beta
¢6 thé din dén ryy tim va bldc nhi-that.

Thudc ha huyét dp tdc déng lén trung wong (clonidin, guanfacin,
moxonidin, methyldopa, rilmenidin); Ding dong thoi véi thude ha
huyét 4p tac dong 1én trung wong co thé lam x4u di tinh trang suy
tim do lam giam truong lyc than kinh giao cam trung wong (giam
nhip tim va cdng sudt tim, gian mach). Ngung sir dung dot ngdt,
dic biét néu trude d6 co ngung sur dung thuoc chen beta, c6 thé
lam tang nguy co "tang huyét 4p déi nguoc”.

* Thin trong khi phdi hgp

Cdc thudc ching loan nhip tim nhom 111 (amiodaron): ting tac
dong lén thoi gian din truyén nhi-thét,

Céc thudc gdy mé bay hoi dén xudt halogen: ding ddng thoi thube
chen beta va thudc gay mé cé thé lam giam phan xa tim nhanh va
lam tang nguy co ha huyét 4p. V& nguyén tic chung nén trénh
ngirmg dot ngot thube chen beta. Théng bdo cho chuyén vién giy
mé khi bénh nhan dang ding nebivolol.

Insulin v@ thuée ddi thio dwong duwing udng: Mac di nebivolol
khéng an Mo g 1én nong do glucose, viée sir dung dong thoi ¢o
thé @in-¢he 1dp nhing triéu chung da biét cua ha dudng huyét
(danh tréng nguc, chimg mach nhanh).

Baclofen (tdc nhan chéong co thét), amifostin (thuéc hé tro' chéng
ung thu)

St dung ddng thoi voi thude tang huyét ap c6 thé lam tang viée
giam huyét ap, vi vay, liéu ding cia thude ting huyét ap nén dugc
didu chinh phu hop.

* Luu y khiphéi hop

Cdc glycosid digitalis: St dung ddng thoi ¢6 thé lam tang thoi
gian din truyén nhi-thit. Nhong the nghiém lim sang cua
nebivolol khong cho thét co bat ky bing ching 1&m sang nao vé
twong tac. Nebivolol khong anh huéng dén duge lye hoc cua
digoxin.

Thube chen calci nhém dihydropyridin (amlodipin, felodipin,
lacidipin, nifedipin, nicardipin, nimodipin, nitrendipin): Viéc dung
déng thai c6 thé lam ting nguy co ha huyét 4p va khong loai trir sy
gia tang nguy co lam hu hong chirc nang bom mau cia tim thét o
nhitng bénh nhén suy tim.

Thube an than, thuée chéng tram cam (3 vong, barbiturat va
phenothiazin): Ding dong thoi ¢6 thé 1am tang téc dung ha huyét
4p cua thude chen beta (tac dong hiép luc).

Thudc khdng viém khing steroid (NSAID): Khong ¢6 anh hudong
lén huyet ap lam giam tdc dong cua nebivolol.

Thuéc giong giao cam: Dung déng thii ¢6 thé trung hoa tac dung
ctia thude chen beta-adrenergic. Cac thude chen beta-adrenergic c6
thé khong chdng lai hoat tinh alpha-adrenergic cua thudc gidng
giao cam co ca hai tdc dong alpha va beta-adrenergic (nguy co cao
huyét ap, nhip tim cham tram trong va bléc tim).

* Tuwong tac duge dong hoc

Do co ché chuyén hoa cia nebivolol lién quan dén isoenzym
CYP2D6 nén viéc ding déng thoi véi cac thude e ché men nay.
dic biét la paroxetin, fluoxetin, thioridazin va quinidin c6 thé dan
dén lam tang ndng do huyét trong cia nebivolol két hop véi tang
nguy co lam chdm nhip tim qua mirc va cac tic dung khong mong
muén khic.

Sir dung két hop voi cimetidin [am tang ndng do trong huyét tuong
clia nebivolol nhung khéng lam thay déi tac dung lim sang. St
dung ddng thoi vdi ranitidine khdng anh hudng 1¢n duge dong hoc
clia nebivolol. Cé thé chi dinh 2 diéu tri nhur udng vién nebivolol
trong bira an va thudc khang acid gitra céc bira an.

Str dung ddng thdi nebivolol va nicardipin lam tang nhe ndng do
trong huyét twong ciia ca hai thube nhung khong lam thay déi tic
dung lam sang. Sir dung dong thoi véi alcohol, furosemid hodc
chlorothiazide khéng anh hwong dén duwoc dong hoc cua
ivalol. Nebivolol khong anh hudng dén dugc déng hoc va
o6 lire hoc cia warfarin.
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" Céc tac dung khdéng mong mudn s& duge liét ké riéng cho bénh
tang huyét ap va suy tim man tinh vi ¢6 sy khac nhau vé trigu
chiing bénh.

Ting huyét ap

Nhitng tde dung khing mong mudn sau dwoc phan nhém theo tdn
sudt: rdt thucmg gap (ADR = 1/10), thuong gap (17100 < ADR <
1710), it gap (1/1000 < ADR < 1/100), hiém gap (1/1000 < ADR <
1/10000) va rat hiém gap (ADR < 1/10000) vé chiea biét.

Réi loan hé mién dich

Chuea biét: Phi mach thdn kinh, quéa man.

Roz logn tém than

ft gap: Ac mong trAm cam.

R6i logn hé than kinh

Thudng gap: Dau diu, chong mat, dj cam.

Rt hiém gap: Ngit.

Réi loan thi gide

It gap: Giam thi giéc.

Rm loan tim

It gap: Nhip tim chdm, suy tim, chim dén truyén nhi thit/ chen nhi
that.

Réi logn mach

It gdp: Ha huyet ap, (tang) dau cach hdi.

Réi loan hé hdp, ngue va trung that

Thuong gdp: Kho tho.

ft gap: Co that phé quan.

Réi logn hé tiéu héa

Thuong gap: Téo bon, budn nén, tiéu chay.

I gdp: Kho tiéu, diy hoi, ndn.

Roi loan da va mé dudi da

it gdp: Ngira, ban do.

Rat hiém: Bénh viy nén lram trong hon.

Réi loan hé sinh san vé tuyén nguc

It géip: Bénh liét duong.

Réi loan khdc

Thuéng gap: Mét moi, phii né.

Nhimng tac dung l\hong mong mudn sau ciing duoc béo cdo véi
nhitng thude trc ché beta: Ao giac, loan nhip, lu ldn, lanh/xanh tim
cée chi, hién twong Raynaud, kho mét va doc tinh trén da-mé-sinh-
duc cua loai practolol.

Suy tim man tinh

Phan (g phu phd bién nhit duge bao céo 14 nhip tim cham va
chong mat.

Céc phan ung phu khac xay ra 12 tinh tiét ning cua suy tim, ha
huyét ap tu thé, khong dung nap thude, mic dd diu tién cia chen
nht that, phi né chi duéi.

Thong bdo cho bdc st nhitng tac dung phu khi siv dung thudc.
QUA LIEU VA CACH XU TRI

Chura c6 nhimg dir liéu vé qua lidu nebivolol.

Triéu ching:

Nhirng triéu chimg ctia qué lidu thube chen beta 1a: chdm nhip tim,
ha huyét 4ap, co thit phé quan va suy tim cdp tinh.
Diéu tri:

Trong trudmg hop qua lidu hodc min cam véi thude, bénh nhan
can duge giam sat chat ché va diéu tri dudi sy chiam séc dic biét.
Nén kiém tra ndng do glucose trong mau. Co thé ngan chan su hdp
thu clia cac phan con lai cia thube van con hién dién trong duong
tiéu hoa bing phuong phép rira da day, dung than hoat tinh va mét
thude nhudn trang. Cin ho hdp nhin tao. Chdm nhip tim hoac phan
tng phd giao cam qua mirc cin duge didu i bing cach ding
atropin hoac methylatropin. Ha huyét ap va 9{>c nén diéu tri bing
huyét trong/chdt thay thé huyét tuong va néu can thiét, dung cac
catecholamin. Tac dung cta thude chen beta c6 thé giam bing
cach tiém tinh mach cham isoprenalin hydrochlorid, bat diu vdi
litu khoang 5 mcg/phit hodc dobutamin bit diu véi licu 2,5
meg/phut cho dén khi dat hiéu qua mong muén. Trong nhimg
trromg hop dai dang, isoprenalin cé thé duge két hop voi dopamin.
Néu van chua dat higu qua mong mudn, ¢ thé tiém tinh mach
glucagon 50-100 meg/kg. Néu can thnet nén lap lai tiém tinh mach
trong vong mot giv. tiép theo-néu cdn thiét- -truyén glucagon 70
meg/kg/gio. Trong nhimg trudng hop nhip tim chim qua mirc dé
khang véi viée diéu tri, ¢o thé sir dung thém may diéu hoa nhip.
PAC TINH DUQC LUC HQC

Nhém dwge Ij: Thube chen beta.

Ma ATC: C07ABI2.

1

Nebivolol, mét hén hop racemic cia SRRR va RSSS, Ia thube
chen B co chon loc 61, tac dung huyét ddong hoc khac voi cac
thudc chen B ¢d dién & hoat tinh dan mach. N6 ¢6 hoat tinh dan
mach nhe¢ do twong tac qua con dudng L-arginine/NO dudng tha,
dac tinh khéng c6 o cac thubc chen B khac. Nebivolol khéng cé tac
dong giao cam va tac dong dn dinh trén mang té bao & nong do
tuong duong trj liéu. O lidu tuong duong ldm sang, nebivolol
khéng biéu hién hoat tinh Grc ché thy thé al-adrenergic.
PAC TINH DUQC PONG HOC
Hap thu
Ca hai dang déng phén nebivolol duge hdp thu nhanh chéng sau
khi udng. Su hdp thu ctia nebivolol khdng bi anh hudng bai thire
an, do d6 nebivelol o thé duge dung khéng phy thude vao bira an,
Chuyén héa
Nebivolol duge chuyén héa réng rdi, mot phin tao thanh chéit
chuyén héa hydroxyl c6 hoat tinh. Nebivolol duge chuyén hoa
rong rdi tai gan qua sy hydroxyl héa vong no va vong thom, khur
alkyl & N- va glucuronic héa, ngoai ra con hinh thanh céac
glucuronid ciia cac chit chuyén héa hydroxyl. Su chuyén hoa cua
nebivolol bang cach hydroxyl héa vong thom tiy thudc vao tinh
da hinh oxy héa c6 tinh chét di truyén phu thuge CYP2D6. Sinh
kha dyng dudng ubng cua nebivolol trung binh 1a 12% & nhimg
ngudi uyen héa nhanh va hau nhu hoan toan & nhitng ngudi
chu}en am. Cung mét lidu ding, nong dj dinh trong huyét
eb volol khong déi & nguoi chuyén héa nhanh cao hon
khoang 23 lan so voi ngudi Chuyen héa cham. Khi xem xét hoat
chét khong chuyen héa v6i chét ¢o hoat tinh, su khac nhau cua
ndng do dinh trong huyét twong tir 1,3 dén 1,4 1dn. Vi ¢ nhiéu
miurc do chuyéh hoa khac nhau, liéu dung cua nebivolol nén luén
dugce diéu chinh theo dap trng cia tirng bénh nhan: nhing ngudi
chuyén hoa thip cin nhirng liéu thép hon.
O nhimg ngudi chuyén héa nhanh, thoi gian ban thai cua cac dang
déng phan nebivolol trung binh 1a 10 gio. O nhimg nguoi chuyen
héa cham, thorl gian dai hon tir 3 dén 5 lan. O nhirng nguoi chuyén
hoa nhanh, ndng d6 dinh cua dong phan RSSS cao hon khong
dang ké so voi ndng d6 dinh cia dong phian SRRR. o] ngudi
chuyén hoa cham, sy thay déi nay rong hon. Ddi voi ngudi chuyén
héa nhanh, thi gian ban thai cua cac chit chuyén héa hydroxyl
cia ca hai dang dong phan trung binh 1a 24 gid, va gdp déi thoi
gian ¢ nhimg ngudi chuycn héa cham.
Mirc 6n dinh trong huyét trong & hiu hét chi the (nhung&gum
chuyén hoa nhanh) dat duge trong vong 24 gitr ddi voi nebi 101
va trong vong vai ngay cho cdc chit chuyén héa hydroxyl. dng
dé dinh trong huyét tuong tuyén tinh theo lidu tir 1 ds:i 3 g.
Dugc dong hoc cua nebivolol khong bi anh hudng boi tum ta
Phén bé
Trong huyét tuong, ca hai dang dong phan nebivolol phan lon
duge két “hop vai albumin. Gan két véi protein huyet tuong la
98,1% dbi voi dang SRRR-nebivolol va 97,9% doi voi dang
RSSS-nebivolol.
Thai trir
Mbt tudn sau khi ding thude, 38% lidu ding duge bai tiét qua
nude tiéu va 48% qua phan. Su bai tiét qua nude tidu dudi dang
khéng déi ciia nebivolol nho hon 0,5% liéu ding.

QUY CACH PONG GOI: Hop 2 vi x 7 vién nén.

PIEU KIEN BAO QUAN: )

Bao quan o noi kho rédo, tranh anh sing va d¢ am, nhiét do dudi
30°C.

HAN DUNG: 2 nim ké tir ngay san quét.

TIEU CHUAN CHAT LUQONG CUA THUOC: TCCS.

SAN XUAT TAI:
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