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Maquette san phdm Carvestad 12.5 Kich thwérc A4 (210 x 297 mm)
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Carvestad 12.5

Carvedilol 12.5 mg

THANH PHAN: M3 vién nén cd chia: - NEu dung nap, liéu nén dugic ting gdp doi sau 2 tudn (6,25 mg x 2

ST et B 12,5mg G I/ ngay) va sau d6 tang ddn ddn, véi khodng cach knong dugc t
R, e e 1 vién hon 2 tudn, dén liéu t6i da dung nap dugc, liéu nay khong dugc qué )
M0 TA: Vign nén hinh hoa, mau cam nhat, det, c6 khdc chi thap & hai mat 25 mg x 2 14n/ ngay d6i v benh nhan suy tim ndng hodc can néng
vién. dudi 85 kg, hodic 50 mg x 2 14n/ ngay d&i véi bnh nhan bj suy tim
DUQC LUC HOC nhe v cin nding trén 85 kg.
- Carvedilol 12 cht (e ché khng chon loc trén thy thé B va chon loc trén Loan nhip that trdi sau con nhdi mau co tim:
thy thé a.,. Hoat tinh sinh hoc chil y&u cila carvedilol 12 ic ch& canh tranh LiBu khai ddu 1a 6,25 mg x 2 14n/ ngdy, tang liéu sau 3 d&n 10 ngay,
thy thé B trén co tim (thy thé B,), cusing phdi va cd tran mach mau (thy néu dung nap duge, dén 12,5 mg x 2 14n/ ngay va sau dé ting d&n
thé B.) va kém han thy thé o, trén cdtran mach méu, liéu myc tiéu 25 mg x 2 1dn/ ngay. Liéu khisi ddu thdp hon c6 thé
- Carvedilol khong c6 hoat tinh cubing giao c&m ndi tai (chii van B,) va chi diing cho bénh nhan cd trigu ching.
¢6 hoat tinh 8n dinh mang y&u (gay 8 tai ché). CHONG CHI BINH
- Téc ddng gian mach do gidm khang trd ngogi bién toan phén thing qua Carvedilol chdng chi dinh d6i vdi bénh nhan:
trung gian dc ché thy thé o, clia carvedilol va gidm truong Iyc hé giao - Hen phé& quan hay bénh lign quan t6i co thit ph& quan.
cam dong vai trd chinh trong téc dung ha huyét 4p cilia thudc. - Block nhi tht dd Il hodic dj 1.
- Carvedilol lam gidm khang trd mach méu ngoai bién va huy8t 4p nhis vao - Hi chanu nit xoang benh Iy hogc cham nhip tim trdm trong (trir khi
tdc dyng gdy gidn mach, thudc c6 tac dung lam gidn ci ddng mach va aie i
finh mach.
DUGC BONG HOC

Carvedilol hdp thu 6t qua duing tiéu hoa nhung 12 chat chuyén héa qua
gan Idn ddu, sinh khad dung tuyét dai khodng 25%. Ndng do dinh trong
huyét tuong dat dugc tir 1 dén 2 ity sau khi ubing. Thufic c6 tinh tan trong
lipid cao. Hon 98% Carvedilol gén ket vdi protein huy8t tuong. Thudc
chuyén héa manh qua gan, chii yéu bdi cytochrom P450, isoenzym
CYP2D6 va CYP2C9 va cc cht chuyén hda dugc dao thai chii y&u qua
mat. Thai gian ban thai khodng 6 dén 10 gid. Carvedilol tich [Ty trong

- Theo dGI cdn than huy8t &p trong sudt thoi gian didu trj ban diu hay

sifa dong vat. q  diéuchinh ting liu carvedilol ti&p theo. N&n trénh sy giam huy8t dp
CHI BINH ; 0 A7 nhiéu hay a6t ngot.
Carvedilol dugc dung trong difu tri; : ‘}I\? \Q/ - Ngung dét ngft carvedilol c6 thé 1am ndng thém trigu chitng dau
+Cao huyét ap )\,\ i \% that ngyc va/modc nhéi mau oo tim s6m va loan nhip thit & banh
+ Dau thidt ngue. ; A Q/-) nhan bj bénh mach vanh hofc c6 thé 1am xudt hign sém con bio
+ Suy tim. : tuy€n gidp & nhitng b&nh nhén bj ngd doc tuyn gidp. Nhiing bénh
+Giam ty I8 tir vong & bénh nhan bj loan nhip that {réi sau con nhéi mau nhan diing carvedilol (ddc bigt nhiing bénh nhan thigu mau tim cyc
catim. b) nén duge canh bao khong ngung dot ngbt hay ngung hin ma
LIEU LUGNG VA CACH DUNG khong hoi y kign bac 7.
Carvestad 12.5 dugc ding dubng udng. Liéu clia carvedilol phai phit hgp - Than: Gdn theo dGi chdc nang than & nhiing banh nhan suy tim sung
tifng bénh nhan va diéu chinh liéu theo dap (ng huy&t 4p va sir dung nap huy&t véi huy8t &p thdp (huy8t 4p tAm thu thép hon 100 mmHg),
cliating bénh nhén. bénh tim thigu méu cuc bo va bEnh mach toan thé, va/ hodc b suy
Tang huyét 4p: than trong qud trinh diéu trj carvedilol, ddc biét trong giai doan diéu
- Liéu kndi adu 1a 12,5 mg x 1 1n/ ngay, tang I&n 25 mg x 1 l4n/ ngay sau tri ban ddu. N&u phét hign suy gidm chilc nang than, cdn gidm lidy
2 ngay. MOt céch khéc, liéu khai ddu 6,25 mg x 2 140/ ngay, ting I&n carvedilol hogc ngung si dung thuic.
12,5mgx 214n/ ngiy sau1 dén 2 tudn. - Hg hap: Carvedilol chi nén sif dung cho bénh nhan bi co thit phé
- NEucdn thigt, c6 thé tng liéu 18n 50 mg x 1 14n/ ngay sau it nhat 2 tudn quén khi b&nh nhan khong d4p dng hodc khong dung nap vdi céc
hodc chia thanh nhiéu liéu. Lifu 12,5 mg x 1 14n/ ngay co thé thich hgp thudc cao huydt 4p khac, va khi sit dung trén nhiing bénh nhan nay
cho bénh nhén 16n tudi. cén than trong va diing liéu thdp nhét c6 tac dyng 1am sang dé han’
Dau thit ngye: ché i da sy e ché thy thé beta ndi sinh va ngoai sinh ciia thufic.
Liéu khai ddu 12,5 mg x 2 n/ ngay, sau 2 ngay ting dén 25 mg x 2 l4n/ - Hé ngi tiét: Do hoat tinh tic ché thy thé b che I4p mdt s& d&u hiéu ha
ngay. duting huyét, & nhiing bgnh nhan bj suy tim sung huyét vA d4i thao
Suytim: duding, nén theo ddi duing huyt khi khdi ddu didu tri voi carvedilol
- Liéu khoi ddu 3,126 mg x 2 4n/ ngay, diing chung vdi thiic &n d€ 1am hodc ngung hay difu chinh liéu, vi carvedilol ¢6 th8 1Am x4u di tinh
giam nguy co ha huyét 4p. trang tang dubing huyét.
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TUONG TAC THUGC
- Céc dln chat e ché catecholamin (reserpin va céc chat dc ohé men
monoamin oxidase): Nhiing bénh nhan diing ddng thdl thudc cd déc tinh
(ic ché thy thé B va mot thudc ifc ché catecholamin cdn dugc theo dai k
céc ddu higu ha huy8t 4p va/ hogc nhip tim cham trim trong.
Clonidin: Dung chung clonidin vdi thuSc Gc ché thy thé p c6 khd ning
lam giam huy€t 4p va cham nhip tim. Khi mu6n ngung sit dung dBng thdi
thudc chen B va clonidin, nén ngung thubc ifc ché thy thé beta trusc.
Clonidin c6 thé ngung mot vai ngay sau biing cach gidm liéu tif ti,
Digoxin: Néng d9 digoxin tang khodng 15% khi sif dung déng thoi
digoxin va carvedilol. C& digoxin va carvedilol déu 1am chdm din truyén
nfif that. Do d6, c4n ting cudng theo ddi nbng do digoxin khi bit ddu didu
tri, higu chinh liéu hodc ngung si dung carvedilol.
Rifampin: Rifampin (600 mg mbi ngay trong 12 ngay) lam giam AUC va
C., clia carvedilol khoing 70%.
- Gimetidin: Cimetidin (1 g/ ngay) 1am tang AUC clia carvedilol khoang 30%
ma khdng lam thay déiC,,.
Céc thudi ifc ché kénh calci: N&u ubng carvedilol véi céc thuc nhém e
ché kénh calci nhu dang clia verapamil hodc diltiazem, b&nh nhan cin
dugc theo dai ECG va huy8t ap.
Insulin hode cde thude ha dudng huyét ding bing dudng uéng: \
mang tinh chat ifc ché thy thé (beta), carvedilol c6 thé 1am taing tac dung
ha duong huyét clia insulin va cac thubc ha dubng huyét diing bing
duing udng. Vi vay, ddi véi nhIng bénh nhan dang diing insulin hay céc
thuSc ha dung huy8t diing biéing dubng uing, c4n phai theo doi thuting
xuyén glucose huyét.
- Thie dn: Thic 4n tic dung ft 18n sinh kha dyng duting udng cla
carvedilol nhung c6 thé lam gidm t&c do hap thu, dfin dén lam gidm va

ha huy@t &p thé ditng, nén diing carvedilol chung véi thifc in.

PHY NI CO THAI VA CHO CON BU
Phu nif c6 thai
Chua ¢6 nghién cu cy thé trén phy nit c6 thai. Carvedilol chi
cho phy nif cd thai sau khi da cén nhic k¥ Ii ich va nguy co
thai.

Phy nif cho con bi
Chua bigt thuc c6 bai tigt qua sifa me hay khong.

TAC BONG CUA THUGC LEN KHA NANG LAI XE VA VAN HANH MAY
Cing nhy cdc thudc fam thay ddi huy8t &p khéc, bénh nhan ding
carvedilol cdn than trong khéng nén I4i xe hoic vin hanh médy mée néu
cdm thdy chong mét hodc co nhiing triéu ching lién quan. Dic bigt khi
bt ddu hotic thay d6i céch diéu trj va diing chung voi ruu,

TAC DUNG PHY

- Héu hét cic phin ng phy thubing nhe. Nhilng phan ting phy thubing gip
va nghiém trong nhét c6 lién quan t6i hoat tinh (¢ ché thy thé B. Nang
nhét trong s6 d6 1 suy tim, ngung tim, co thdt ph# quin. Nhilng tc
dyng phu gay kho chju bao gém mat méi va té lanh ddu chi.

- Tdc dyng trén tim mach bao gm cham nhip va ha huyét 4p, suy tim
hogc ngung tim c6 thé xuat hién sém & nhilng b&nh nhan c6 r6i loan tim
mach. Gidm tudn hoan ngoai bign cé thé din d&n t8 lanh ddu chiva co

Kich thwéc ban in = 85% kich thuéc that

kéo dai sy dat ndng do dinh trong huy@t tuong. Do dé, d& gidm nguy cu }

thé lam trdm trong thém bénh mach ngoai bién nhurhol ching Raynaud.

Tdc dyng trén hg thdn kinh trung udng bao gdm nhic ddu, trém

cdm, chdng mit, &o gidc, It 1an, r6i loan gidc ngtl, 4c mong.

Mgt mdi 1a tac dyng phy thuding gdp clia céc thudic ic ché thy thé p.

Téc dung phu trén he tiéu héa nhu budn ndn va ndn, tidu chéy, tio

bon va vop bé cd bung.

Ha dudng huyet, tang dubing huy8t, thay ddi néng dd trigiycerid va

cholesterol trong méu. e

Phét ban da, ngia, néing thém bénh vy n&n, rung tée cé héi phuc.

Giam tao nudc mét, gidm thi lyc va loét.

Carvedilol chuy8n hta manh qua gan va kh@ng nén diing cho bénh

nhdn suy gan. Suy than cip v nhilng bat thuding duoc thdy & nhiing

bénh nhan suy tim do bgnh mach toan thé va/ hodc suy thin.

Ngifa va téng néng df fransaminase huy8t tuong xay ra & nhitng

ngudi diing carvedilol trong 6 thang.

QUA LIEu

Trigu chiing

Qué liu c6 thé gay ra ha huy8t 4p ning, tim cham, suy tim, sfic tim'

va ngung tim. Céc ven dé vé hd hap, co thit ph& quan, non, m4t ty

chd va co giat toan than co thé xay ra.

Diéu tr

Bénh nhén cdn duge dit & twthé niim ngita, theo dai va didu trj trong

nhiing diéu ki¢n chim soc dc biet. Rifa da day hoic bisn phap

duge Iy nhu gdy ndn c6 thé ding ngay sau khi nusit phai. Nhing chat

sauday cb thé duge diing:

Tim chdm qud mufc: atropin, 2 mg tiém tinh mach.

- H@ trg chifc ndng tim mach: glucagon, 5 d8n 10 mg, tiém finh mach /i
nhanh trong 30 gidy, ti¥p theo truy8n tinh mach 5 mg/ git: chét c6
tdc dyung culing giao cam (dobutamin, isoprenalin, adrenalln} dugc

. dunu vli Iiéu tily theo thé trong va higu qué.

3 d¥gdrenalin kém theo viéc theo ddi I|én tyc c4c tinh trang tudn
2> DGiNGi cham nhip tim d& khang vdi tri ligu, b diéu hoa nhip
: md diioc st dyung.

ugl suong hoic tiem finh mach), hoic aminophyllin tiém

gif. Trong truing hap co gidt, khuy&n cdo nén tiém tinh

' am diazepam hodc clonazepam.

§QUAN: Trong bao b kin, noi khd mat, trénh anh sdng va trénh

am.
HAN DUNG: 36 thang ké tir ngay sén xust. .y
BONG GOI: Vi 10 vign. Hop 3 vi. = =i
Chai 30 vién. Hgp 1 chai. J/ L/

TIEU CHUAN AP DUNG: Tidu chudn nha séin xullt - |
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