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Doc ky hudng din sir dung trudc khi dung.
Néu cin thém thong tin xin hoi y kién thay thuoc
Chi ditng thuéc nay theo suw ké don ciia thay thudc.

KHOUMA

(Vién nén Nebivolol 5 mg)

THANH PHAN

Mbi vién nén chira:

Nebivolol (dudi dang Nebivolol HCI ) .......... 5 mg

Ta duogc: Lactose monohydrat, tinh bét ngé, povidon, croscarmellose natri, cellulose vi tinh thé,
silicon dioxyd, magnesi stearat.

Dac tinh dugc luc hoc: .

Nebivolol 1a hon hop cua hai loai dong phan quang hoc, SRRR-nebivolol (hoic d-nebivolol) va

RSSS-nebivolol (hoic I-nebivolol). Thudc phdi hop hai tac dung duoc 1y:

- N6 1a mdt chat doéi khang thu thé beta co chon loc va canh tranh: Téc dung nay la cua déng
phan SRRR-enantiomer (d-enantiomer).

- NO c6 dac tinh gy gian mach nhe do twong tic v6i con duong L-arginin/nitric oxyd NO.
Dung nebivolol liéu don hay liéu nhéc lai lam giam nhip tim va ha huyét ap khi nghi ngoi va
khi van dong thé lyc, & ca nhitng ngudi ¢ huyét ap binh thudng va ca nhitng bénh nhan ting
huyét ap. Hiu qua ha huyét ap dugc duy tri khi diéu tri lau dai.

O liédu diéu tri, nebivolol khong c6 tac dung d6i khang hé alpha-adrenergic.
Trong qua trinh diéu tri ngin va diéu tri dai ngdy véi nebivlol cho bénh nhan ting huyét ap,
khang lyc mach toan than giam. Méc du nhip tim giam, nhung cung luong tim khi nghi va khi
van dong thé lyc ciing khong d6i do tang thé tich nhat bop. Cac nghién ctru 1am sang vé su khéc
nhau vé huyét dong hoc khi so v6i cac chat d6i khang thy thé beta 1 khac chua dugc thiét 1ap day
du.
Déi v6i bénh nhan ting huyet ap, nebivolol 1am tdng dép ung gidn mach qua trung gian NO d6i
voi acetylchohn ma thong s6 nay thuong giam & nhitng bénh nhan rdi loan chirc ning ndi mac.
O nguoi tinh nguyén khoe manh, nebivolol khong ¢6 anh huong dang ké dén kha ning ging st
t6i da hodc tinh bén bi.
Pac tinh dwoc dong hoc:
Ca hai dong phan quang hoc cua nebivolol déu hap thu nhanh sau khi udng. Viéc hip thu cua
nebivolol khong bi anh hudng boi thire an, nebivolol c6 thé ding cing hodc khong ciing véi thirc
an.
Nebivolol duoc chuyén hoéa rong rdi, phan 16n thanh chit chuyén héa hydroxy hoat tinh.
Nebivolol duogc chuyen héa thong qua hydroxyl héa vong no va vong thom, khu alkyl va
glucuronid hoéa, ngoai ra, glucuronid cua chat chuyén héa hydroxyl ciing duoc hinh thanh.
Chat chuyén héa cia nebivolol bang cach hydroxyl héa vong thom do enzym CYP2D6 phu
thudc vao hinh thai oxy héa mang tinh qhat di truyén. Do sinh kha dung trung binh cua nebivolol
sau khi uéng 1a 12% voi cac chét chuyén hoa nhanh va gan nhu hoan toan véi cac chit chuyén
hoa kém. O trang thai 6n dinh va liéu nhu nhau, nong dd dinh trong huyét tuong cua nebivolol
khong bién dbi ¢ dang chuyen hoa kém co ndng dd gap khoang 23 lan so vdi ¢ dang chuyén hoa
nhanh. Khi so sanh thudc chua chuyén hoa va chit chuyén hoa c6 hoat tinh thi sy chénh 1éch vé
nong do dinh trong huyét twong 1 1,3 - 1,4 1an. Vi sy thay doi khac nhau vé toc do chuyén hoa,
lidu lwong KHOUMA 1uén ludn dugc diéu chinh cho ting d6i trong bénh nhan: Nhimg nguoi
chuyén hoa kém dung liéu thap hon.

Vi cac chat chuyén hoéa nhanh, thoi gian ban huy thai trir ciia cac ddng phan nebinolol trung

binh 1a 10h. V&i cac chat chuyén héa cham, thoi gian s& kéo dai gip 3 - 5 lan. Khi chuyén hoa

nhanh, ndng d6 trong huyét twong ciia ddng phan RSSS cao hon déng phan SRRR mét chut. Khi
chuyén hoéa cham, sy khac biét nay s€ 16n hon. Khi chuyén hoéa nhanh, thoi gian ban huy thai tru
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clia cic chét chuyén hoa hydroxyl cua 2 dang dong phan trung binh 1 24h, va khi chuyén hoa
cham thi thoi gian nay kéo dai gip 2 lan.

O hiu hét (101 tuong nghién ctru (dang chuyen hoa nhanh) ndng d6 thude trong huyet twong dat
trang thai 6n dinh trong vong 24h dbi véi nebivolol va khoang vai ngay ddi v6i chat chuyén hoa
hydroxyl.

Nong d6 thude trong huyét trong ty 1é thuan véi liéu tir 1 mg t6i 30 mg. Duoc dong hoc cua
nebivolol khong bi anh huéng bai d6 tudi. o ,

Trong huyét twong, ca hai dong phan quang hoc cua nebivolol gan két chu yéu véi albumin.
Do gan két voi protein huyét twong 14 98,1% ddi voi dong phan SRRR va 97,9% ddi voi dong
phan RSSS.

Mot tudn sau khi ding thuéc,q 38% liéu dung thai trr qua nuoc tiéu va 48% thai trar qua phan.
Nebivolol thai trir qua nudce tiéu ¢ dang khong chuyén hoéa dudi < 0,5% licu dung.

CHI PINH:

- Tang huyét ap:
Diéu trj ting huyét ap nguyén phat.

- Suy tim man tinh (CHF):
Diéu trj suy tim man tinh nhe va vira c6 triéu chirmg dé 6 6n dinh bo sung cho cac liéu phap diéu
tri suy tim co ban & nhitng bénh nhan trén 70 tudi.

CHONG CHI PINH:

- Bénh nhan min cam v&i bat ky thanh phan nao cua thude.

- Thiéu hut chirc nang gan hodc suy giam chirc nang gan.

- Suy tim cap tinh, séc tim hodc dgt suy tim mat bu dang dugc tiém tinh mach thudc c6 anh
hudng dén sy co thit cia tim.

- Hoi ching suy nat xoang bao gdbm block xoang - nhi.

- Block tim d¢ hai hodc d¢ ba (khong dugc dit may diéu hoa nhip).

- Tién st co that phé quan hodc hen phé quan.

- U tuy thuong thén khong dugce diéu tri.

- Nhiém acid chuyén héa.

- Nhip tim chdm (nhip tim < 60 nhip/ phut trudc khi bét dau diéu trj).

- Ha huyét 4 ap (huyét ap tam thu < 90 mm Hg).

- Ri loan tuan hoan ngoai vi nang.

LUU Y PAC BIET VA THAN TRONG KHI SU DUNG:

Thuéc gdy mé:

Duy tri viéc diéu tri bang thudc chen beta 1am giam nguy co bi loan nhip trong qué trinh gy cam

ung chuan bi cho gdy mé va ndi soi. Néu phai ngung thudc chen beta dé chuén bi phau thuat,

thudc ddi khang beta- adrenerglc phai dugc ngung str dung it nhét trude 24 gid. Can theo ddi than
trong ddi véi mot vai thude gy mé c6 thé giy suy co tim. Bénh nhan dugc bao vé chdng lai
phan tmg than kinh phé giao cam bang cach tiém tinh mach atropin.

Tim mach:

- Thoéng thuong, thubc chen beta-adrenergic khong nén sir dung cho bénh nhan suy tim sung
huyét chua duoc diéu tri (CHF), trur khi tinh trang ctia bénh nhan da 6n dinh.

- O nhimng bénh nhan thiéu mau tim cuc bd, diéu tri v6i thude chen beta nén ngung thude tir tir
(1 - 2 tuan). Néu can, diéu tri thay thé nén bt dau cing thoi diém dé ngin ngira ting dau thit
nguc.

- Thubc chen beta- adrenerglc c¢6 thé gy nhip tim cham: Néu toc d6 mach giam dudi 50 - 55
nhip/ phut lac nghl ngoi va/ hodc bénh nhan c6 nhiing dau hiéu lién quan dén bénh nhip tim
chim, cén phai giam lidu.

Nén ding thuéc chen beta- adrenergzc than trong:

- O nhitng bénh nhén co nhiing r6i loan tudn hoan ngoai bién (bénh hodc hoi ching Raynaud,
ching khap khiéng cach hdi) vi co thé 1am niang thém cac rdi loan nay.
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-0 nhﬁ’ng bénh nhan block tim do 1, do tadc dong am tinh cua thudc chen beta trong luc dan
tmyen

-0 nhung bénh nhan bj ching dau thit ngyc Prinzmetal do khong d01 khang thu the alpha gian
tiép gdy co dong mach vanh, thudc khang beta-adrenergic ¢6 thé lam ting sb lan va kéo dai
thoi gian cia cac con dau that nguc.

Chuyén héa/ néi tiét:

- Nebivolol khong anh huéng dén nong dd glucose ¢ bénh nhén dai thao dudong. Tuy nhién, nén
dung thén trong vi nebivolol ¢ thé che 1ap mot vai triéu ching ha duong huyét (nhip tim
nhanh, danh tréng nguc).

Ho hdp

- O nhiing bénh nhéan bj réi loan tic nghén phdi man tinh, thudc khang beta-adrenergic dugc
dung thén trong vi c6 thé 1am nang thém su co thit dudng tho.

Dé xa tam tay tré em.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU:

Phu nit co thai: i

- Nebivolol ¢6 nhitng tac dong dugc 1y co thé cé hai cho phu nit mang thai va/ hodc thai nhi/ tré
so sinh.

- Nebivolol khong nén st dung trong thai ky trir khi vi¢e str dung 1a can thiét. Néu can thiét phai
diéu tri bang nebivolol thi phai kiém soat lwong mau qua nhau thai va sy phat trién ciia bao
thai.

Phu nit cho con bu:

- Nhitng nghién ctru trén dong vt cho thdy nebivolol duoc tiét qua sita. Chua biét thude nay co
tiét qua sita me hay khong. Vi vay khong nén dung thude nebivolol khi cho con bi.

TAC DUNG KHONG MONG MUON (ADR):

Diéu tri tang huyét dp

- Tac dung khong mong muon thong thuong da dugc bao cao nhu: Nhirc dau, choang vang, di
cam, kho thd, tao bon, budn ndn, tiéu chay, mét moi va phu.

Piéu tri suy tim man tinh

- Tac dung khong mong mudn théng thuong di duoc bao céo 1a cham nhip tim va choang véang.
Nhiing tac dung phu sau dugc xem la li€n quan dac biét dén viéc diéu trj suy tim man tinh: su
tram trong thém tinh trang suy tim, ha huyét ap thé dung, khéng dung nap thudc, block nhi
that d6 mot, phu chi dudi.

Théng bdo cho thdy thuéc cdc tac dung khéng mong muén gdp phdi khi sir dung thuéc.

LIEU LUQNG - CACH DUNG:

Thudc duoc udng voi mot luong da chét 1ong (vi du mot ly nudc).
Ting huyét ap:

Nguoi lon:

o Liéu dung mét vién (5 ‘mg)/ ngay, t6t nhat 1a nén udng cung thoi diém trong ngay.

o Tac dung lam ha huyét ap thay rd sau 1 - 2 tudn diéu tri. D6i khi, tac dung tdi wu chi dat
dugc sau 4 tuan.

e Bénh nhén bi suy giam chirc nang than: Liéu khoi dau khuyén céo 1a 2,5 mg/ ngay. Néu
can, co the tang liéu 1én 5 mg.

Nguwoi cao tudi:

o O nhitng bénh nhén trén 65 tudi, liéu khoi dau khuyén cao 1a 2,5 mg/ngdy. Néu can, co thé

tang liéu 1én 5 mg.
Suy tim méan tinh (CHF):

« Xac dinh liéu ban dau nén theo nhitng budc sau cach khoang 1 - 2 tudn dya trén kha ning
dung nap ctia bénh nhéan: 1,25 mg nebivolol, ting 1én 2,5 mg nebivolol x 1 1an/ ngay, sau do
ting 1én 5 mg x 1 1an/ ngay va 10 mg x 1 1an/ ngay. Liéu khuyén céo t6i da 12 10 mg x 1 lan/
ngay.
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 Khdi dau diéu tri va mdi dot ting lidu nén duogc thuc hién dudi sy giam sat ciia cac bac s§
c6 kinh nghiém trong khoang thoi gian it nhit 2 gio dé chac chén tinh trang 1am sang (déc
biét nhu tinh trang huyét ap, nhip tim, réi loan dan truyén, nhitng dau hiéu x4u di cua suy
tim) van con 6n dinh.

TAC PONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:

Chua c6 nghién ctru sy anh huong trén kha nang 14i xe va van hanh may moéc. Nhitng nghién ctiu
duoc luc hoc cho théy nebivolol khong anh hudng dén chire nang tam than van dong. Khi lai xe
hodc van hanh may méc ubng thude d6i khi c6 thé gy choang vang va mét moi.

TUONG TAC THUOC, CAC DANG TUONG TAC KHAC:

- Twong tdac duoc lyc hoc:

Céc tuong tac sau dy dugc ap dung cho céac thude e ché beta néi chung.

Céc phdi hop khdéng duoc dé nghi: Cac thude chong loan nhip nhom I (quinidin, hydroquinidin,
cibenzolin, flecainid, disopyramid, lidocain, mexiletin, propafenon): Tac dung lam cham thoi
gian dan truyén nhi - that va giam sirc co bop cua co tim. )

Céc thude wre ché kénh calci loai verapamil/ ditiazem: Giam stic co bép co tim va tc ché sy dan
truyén nhi - that. Tiém tinh mach verapamil cho nhiing bénh nhan dang diéu tri bang cac thudc
trc ché beta c6 thé dan dén ha huyét 4p qua mirc va bloc nhi - thét.

Céc thudc ha huyét ap tac dung Ién trung wong (Clonidin, guanfacin, moxonidin, methyldopa,

rilmenidin): Viéc phéi hop sir dung ddng thoi véi cac thude ha huyét ap tac dung Ién trung wong
c6 thé 1am tram trong hon tinh trang suy tim do 1am giam truong luc cua than kinh giao cam
trung wong (giam nhip tim va cung lu’omg tim, gidn mach mau), ngimg thudc dot ngdt, dic biét
néu trudce dé da ngung su dung céc e ché beta, c6 thé gy ting nguy

co "tang huyét ap doi nguoc".

Céc phoi hop phai than trong:

T huéc chong loan nhip nhém III (Amiodaron): Cé thé anh hudng dén thoi gian dan truyén nhi -
that.

Thuéc gay mé - nhém halogen héa dé bay hoi: Str dung dong thoi céc thube e ché beta va cac
thudc gy mé c6 thé 1am giam nhip tim nhanh phan xa va ting nguy co ha huyét 4p. Theo nguyén
tic chung, tranh dimg dot ngodt cac thude e ché beta. Nén thong bao cho bac sy gy mé biét
bénh nhan dang dung thubc KHOUMA.

Insulin va cac thuéc diéu tri ddi thdo dwong dwong uong: Mac du nebivolol khong anh hudng
dén ndéng do duong méu, nhung viée st dung dong thoi co thé che day cac triéu ching ha duong
mau (danh tréng nguc, nhip tim nhanh).

Céc phdi hop nén can nhic:

Cdc glycosid tro tim: Dung ddng thoi ¢ thé 1am ting thoi gian dan truyén nhi - that. Cac nghién
ctru 14m sang véi nebivolol khong cho thiy bat cir mot bang chimg 1am sang nao vé twong tac
thudc. Nebivolol khéng anh huong dén dugc dong hoc cua digoxin.

Thuéc ke ché kénh calci nhém dihydropyridin (amlodipin, Jfelodipin, lacidipin, nifedipin,

nicardipin, nimodipin, nitrendipin): Viéc st dung dong thoi c6 thé 1am ting nguy co ha huyét ap,
va tang nguy co suy giam churc nang bom cua tim that ¢ nhiing bénh nhan suy tim.

Thuéc diéu tri bénh tam than, cdc thuéc chong tram cam (loai ba vong, loai barbiturat va logi
phenothiazin): Dung dong thoi co thé 1am ting tac dung ha ap cia cac thudc rc ché beta (tac
dung hiép dong)

Thuoc chéng viém khong steroid (NSAID): Khong anh huong dén tic dung ha huyét 4p cua
nebivolol.

Cdc thuéc cuong giao cam: Su dyung ddng thoi co thé 1am mat tac dung cia cac thude tc ché
beta. Cac thudc wrc ché beta c6 thé kich thich tac dung alpha adrenergic cta cac thudc cuong giao
cam voi ca hé alpha va beta-adrenergic (nguy co ting huyét ap, nhip tim cham va bloc tim).

- Cdc tuwong tac duoc dong hoc:

Vi chuyén hoa cua nebivolol lién quan dén isoenzym CYP2D6. Do d6, viéc dung thube dong
thoi v6i cac thude tre ché enzym nay, dic biét 1a paroxetin, fluoxetin, thioridazin va quinidin c6
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thé lam ting ndng do nebivolol trong huyét trong, lam ting nguy co nhip tim chdm qua muc va
cac tac dung khong mong mudn khac.

Dung phdi hop dong thoi nebivolol v6i cimetidin lam ting ndng do nebivolol trong huyét twong
nhung khong 1am thay d6i hiéu qua trén 14m sang. Dung dong thodi voi ranitidin khong anh
huong dén duoc dong hoc cua nebivolol. Mién 1a udng nebivolol trong bita an, hodc c¢6 dung
thudc khang acid gitra cac bita in, hai loai thudc nay c6 thé dung cung nhau.

Phéi hop nebivolol véi nicardipin lam tdng nhe ndéng do cua ca hai thudc trong huyét twong
nhung khong 1am thay déi hiéu qua 14m sang. Dung thubc cung véi ruou, furosemid hodc
hydroclorothiazid khong lam anh huong dén dugc dong hoc cua nebivolol. Nebivolol khong co
anh huong dén duoc dong hoc va dugc 1y hoc cua warfarin.

QUA LIEU - XU TRi:

Chua c6 nhitng dit liéu vé qua liéu nebivolol.

Triéu chung:

 Nhing triéu chung cua qua lidu thudc chen beta 13: Cham nhip tim, ha huyét ap, co that phé
quan va suy tim cép tinh.

Piéu tri:

o Trong truong hop qué liéu hodc man cam véi thude, bénh nhan can dugc giam sat chit ché va
diéu tri dudi sy chim soc dic biét. Nén kiém tra nong do glucose trong mau. Loai bo phén
thudc trong dudng tiéu hoa bang phuong phap rira da day, dung than hoat tinh va mot thuoc
nhudn trang. Can ho hip nhan tao. Cham nhip tim hodc phan tmg pho giao cam qua mirc can
duoc diéu tri bang cach dung atropin hodc methylatropin. Ha huyét ap va sdc nén diéu tri bing
huyet tuong/ chat thay thé huyet trong va néu can thiét, ding cac catecholamin. Téc dung cua
thudc chen beta c6 thé giam bang cach tiém tinh mach cham isoprenalin hydrochlorid, bét dau
v6i lidu khoang 5 mg/ phut hoac dobutamin bat dau véi lidu 2,5 mg/ phut cho dén khi dat hiéu
qua mong muon. Trong nhimmg trudng hop dai dang, isoprenalin co thé dugc két hop voi
dopamin. Néu van chua dat hi¢u qua mong mudn, tiém tinh mach glucagon 50 - 100 mg/ kg c6
thé duge can nhic. Néu can thlet nén 1ap lai tiém tinh mach trong vong mot gio, theo doi -
néu can thlet bang cach truyén glucagon 70 mg/ kg/ gio. Trong nhitng trudong hop phire tap
ctia viéc diéu tri chong lai nhip tim chdm c6 thé sir dung thém may diéu hoa nhip.

PONG GOI: Hop 6 vi x 10 vién.

BAO QUAN Noi kho réo, tranh anh sang, nhiét do khong qua 30°C.
TIEU CHUAN CHAT LUO'N G: Tiéu chuan nha san xuat.

HAN DUNG: 36 thang ké tir ngay san xuat.

San xut tai: ) ‘ )

CONG TY CO PHAN DUQC PHAM DPAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Cong nghiép My Phudc 1, Phuong Théi Hoa, Thi xa Bén Cét, Tinh
Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688
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