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Carvestad 6.25

Carvestad 6.25
Céc déu hiéu lvu ¥ va khuyé@n cédo khi ding thuc
DE xa tAm tay tré em: .
Elcn: ky hiréng dén sir dung trurére khi ding

c8ng thiee thube

. Thﬁnh pﬁh;::nhoaf chét:

Thanh phan :é du'qc.
Lactose monohydrat, saccharose, oxyd satvang, povidon K30, craspcwdon
colloidal silica khan, magnesi stearat.
Dang bao ché
Vién nén.
Vién nén hinh tron, maw vang, hai mat khum, mét mat khic vach, mot méat
tron: 1
Vién cd thé bé dbi.
Chi dinh
Tang huyét ap.
Pau that ngirc 6n dinh.
Suy tim sung huyst.
rC 1réi saun i cor tim.

i ﬁg,g%gga; trai sau nhol mau co im.
Carvestad 6.25 dugc ding dudng ubng. Ligu cla carvedilol phai dugc
xem xét cho tirng ngurdri va nén digu chinh ligu thea dap tng huyét ap va
sir dung nap clia mdi bénh nhan.
Tdng huyét ép
Ligu khéri dau & 12,5 mg x 1 |an/ ngay, tang |&n 25 mg x 1 |&n/ ngay sau
2 ngay. Mot cach khéc, ligu khéi dau 6,25 mg x 2 [an/ ngay. sau 1 - 2 tudn
tang 18n t&i 12,5 mg x 2 lan/ngay. N&u can, figu ¢6 thé tang thém, cach
nhau it nhét 2 tudn, cho dén t&i da 50 mg x 1 1an/ ngay, hodc chia lam nhiéu
ligu. Ligu 12,5 mg x 1 |&n/ ngay c6 thé thich hgp cho bgnh nhan cao tudi.
Bau thét ngue 6n djnh
MNguriri lémn:
Ligu khéi dau khuyén céo la 12,5 ma x 2 lan/ngay trong 2 ngay. Sau do,
viéc diBu trj durore tiép tuc v liBu 25 mg x 2 lan/ngay. Néu can thiét, cd thé
tang lidu tir tir v&i khodng cach [t nhat |a 2 tuan, Ligu 16i da khuyen cao
hang ngay la 100 mg chia lam. Eﬁn{mmz fanfngay).
Ngurori cao tudi:
Lieu khé&i dau khuyén céo la 12,5 mg x 2 Iﬁmngay trong 2 ngéy.-Sau do,
vigc digu tri dugc tiép tuc voi ligu 25 mg x 2 |anfngay, day la ligu t5i da
khuyén cao hang ngay.
Suy tim sung huyét
Ligu khévi dau 3,125 mg x 2 |an/ ngay diing chung véi thire an dé lam giam
nguy co ha huyét ap.
Néu dung nap, lidu nén durgc tAng gip dbi sau 2 wan (6,25 mg x 2 lan/
ngay) va sau dé tang tir tir, v6i khodng cach khong dugc it hon 2 tuan,
dén ligu 16i da dung nap durgc, lidu nay khing dugc qua 25 mg x 2 1an/
ngay d6i v&i bénh nhan suy tim néng hoéc can nang dudi 85 kg, hodc
50 mg « 2 lan/ ngay, ddi val bénh nhan bj suy tim nhe dén vira cddn néng
- lrén 85, kg.
R6i ]’mn chirc ndng tam thét trai sau nhdi méu co tim
Ligu khdvi dau 1a 6,25 mg x 2 I&n/ ngay, sau 3 - 10 ngay, lidu dugctang dén
12,5 mg'x 2/ lan/ ngay néu dung nap va sau do ting dén liBu muc tiéu
25 mg x 2 |an/ ngay. Liéu khii dau thdp hon co thé dinag cho bénh nhan
co triéu chidng.
Chéng chi dinh
Hen phé quan hay bénh lién quan t6i co that phé quén
BlSc nh tht da Il hodc da 1l.
H@i chirng ndt xoang bénh 1y hodc cham nhip tim trdm trong (trr khi ding
mdy digu hda nhip tim thudng xuyén).
Séc tim.
Suy tim sung huy&t mét bo can sir dung liu phap tiém finh mach cac
thude huéng co,
Suy gan.
QuA mén cAm V6l carvedilol hodc bﬁt ¢t thanh bhEn o cia thuﬁc
Canh béo va than trong khi ding thudc
Carvestad 6.25 c6 chira lactose. Khdng nén ding thubc nay cho bénh
nhén cé cac van d& vé di truyBn hiém gap khong dung nap galactose,
thiéu hut enzym lactase toan phan hay kém hap thu glucose-galamose.
Carvestad 6.25 c6 chira saccharose. Khéng nén ding thude nay cho
bénh nhan ¢6 cac van deé vé di truyén hiém gap khong duhg nap fructose,
kém hép thu glucose-galactose hodc thi€u hut enzym sucrase-isomaltase.
Phai sir dung than trong carvedilol & nguéi bénh suy tim sung huyét digu
trj v@i digitalis, thudc loi ti€u, hoac thufc wre ché enzym chuyén angiotensin
vl dén truyn nhi thét cd thé bj cham lai.
Phai st dung thén trong & nguai bénh dai thao dudng khong hode kho
kiém soat, vi thudc chen thu thé beta co thé che |dp tridu chirng giam
glucose huyél,
Phai ngirng digu trj khi thay xuét hién ddu hiéu tn thuong gan.
Phai sir dung than trong & nguii bénh mach méaungoai bién, ngwo bénh
dang bj gdy mé, nguroi co tang nang tuyén giap.
MNéu ngudi bénh khéng dung nap cac thudc chéng tang huygt ap khac,
co thé dung than trong liéu rét nhé carvedilol cho nguai co bénh co that
phé quan,
Tranh nglng thude dot ngot, phai nglrng thudc trong thoi gian 1 - 2 tuén,
Phai can nhéc nguy co loan nhip tim, néu ding carvedilol dong thei vai hit
thudc mé. Phai can nhéc nguy cor néu két hop carvedilol voi thude chdng
loan nhip tim nhom |, ;
Chura xac dinh dugc tinh an toan va hiéu lyc cia carvedilal & tré em.

9.  Sir dung thuéc cho phu ni cé thai va cho con b

Phu nik cé thai

Carvedilol d3 gy tac hai lam sang trén bao thai. Chiding thubc nay trong
théri ki mang thai néu lgi ich mong dai cao hon nguy co ¢b thé xay rava
nhur thedng 1€, khong ding tmng ba lhang cuﬁi cua théi ky mang thai
ho#c gan lac chuyén da. o

Tac dyng khéing mong mudn déi véi thai nhi nhip ﬁm Chém ha huyét ap,
(rc ché ho hdp, gidm glucose mau va gidm than nhiét & tré so sinh co thé
do mang thai da ding carvedilol.

Phu ni¥ cho con b :

Thudc co thé bai tiét vao sita me. Khdng cé nguy co tac dung khdng mong
mudn & tré ba me.

. Anh hwéng cua thudc 1én kha ning lai xe, van hanh may méc

Cing nhu. cac thuce lam thay d8i huyét ap khéc, bénh nhan dang dung
carvedilol can than trong khéng nén lai xe hoac van hanh may méc néu
cam thdy chéng mat hodc cé nhirng trieu chirng lién quan. Dac biét khi bat
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11. Twong tac, twong ky cla thubc
Twong téc cua thuée
Gidm tdc dung:

—  Rifampicin cd thé 1am giam ndng d6 huyét trong clia carvedilol téi 70%.

-  Téc dung clia cac thudc chen beta khéc gidm khi két hop véi mudi nhom,
barbiturat, muéi calci, cholestyramin, colestipol, thudc chen khang chon
loc thy thé a,, cac penicillin (ampicilin), salicylat, va sulfinpyrazon do giam
sinh kha dung va ndng a6 huyst twong.

Téang tac dung:

—  Carvedilol c thé tang tac dung clia thudc chdng dai thao dua'ng thude
chen kénh calci, digoxin.

—  Tuwong tac coa carvedilol vai clonidin l:é thé dan dén tac dung Iérn tang
huyét &p va giam nhjp tim.

—  Cimetidin lam téng tac dyng va kha dung sinh hoc clia carvedilol.

- Nhiing thuic khéc cd kha ndng lam tang nbng d§ va tac dung cla
carvedilol bao gém quinidin, fluoxetin, paroxadn‘ va prupafsnon vi'nhiing
thube pay trc ché CYP2D6.

—  Carvedilol 1Am tAng nbng do digoxin khoang 20% khi udng cing mot lic.

~  Cyclosporin: Ca siy tang vira phai ndng dd day trung binh cla cyclosporin
sau khi bat dau diu trj vai carvedilol & 21 bénh nhan ghép thén bithai loai
mach mau man tinh. Trong kho&ng 30% bénh nhan, ligu ding cyclosporin
phai giam xubng dé duy tri nbng doé cyclosporin trong khoang ligu trj ligu,
trong khi nhirmg bénh nhan con lai khéing can digu chinh ligu. Trung binh,
liBu eyclosporin giam khodng 20% & nhing bénh nhan nay. Do ¢6 nhiéu
bi€n d6i giira cAc c4 thé trong diBu chinh liéu cBn thiét nén khuyén cao
theo dbi chat ché néng dé cyclosporin sau khi bat dau digu trj carvedilol
va diBu chinh ligu cyclnspunn phil hop.

Twong ky cla thubc
Do khéng c6 cac nghién etu v tinh tuong ky ciia thude, khéng tron 1an
thufic nay vii cac thudc khac.

12. Tac dung khéng mong mudn cua thudc
Phan lén tac dung khong mong mudn co tinh chét thoang qua va mét di
sau mit thir gian, Ba s6 tac dung nay xay ra khi bat.dau digu tr. Tac dung
khéng mong mun lién quan chi y8u véi co ché tac dung duoc ly va voi
liu, Thuang gap nhét la chang mét va nhire dau,

Thwong gép (1/100 < ADR < 1/10)

. Toan than: Nhirc dau, dau co, mét mai, kho tho.

—  Tun hoan: Chéng mét, ha huyét ap tu thé.

—  Tiéu héa: Bubn nén.,

It gdp (1/1000 < ADR < 1/100)
Tuén hoan: Nhip tim cham.
o (110,000 £ ADR < 1/1600)

- Méu Tang tiéu céu, giam bach céu.

- Tudn hoan: Kém diéu hoa twan hoan ngoai bign, ngat.

- Than kinh trung vong: Tram cam, réi loan gidc ngd, df cam.

- Tiéu hoa: Non, tAo bon.

— ' Da: May day, ngi¥a, vay nén.

-  Gan: Tang transaminase gan.

— Mt Giam tiét nuée mat, kich ng.

—  H6 hap: Noat mii-

13. Quaé lidu va cach xir tri
Triéu chimg
Qui liBu cé thé gay ra ha huyst ap nang, nhip tim cham, suy tim; séc tim
va ngung lim. Cac van d& va hd hap, co th!zphéquﬁﬂ nﬂn mﬁiwchu

. vacon'dbng kinh toanthé co théxay ra.

Diéu tri

B&nh nhan can duoc dat & tr thE ndm natra, theo dél vasdiBu-r trong

nhirmg digu Kién cham soc déc biét. Rira da day hoéc bién phapgay ndn

durgre 1y c6thé diing ngay sau khi nuét phai, Nhimg chit sau day cd thé

dugre dung:

Tim cham qua mae: Tiém (inh mach 2 mg atropin.

Hé trg chirc néng tim mach: Glucagon, 5 dén 10 mag, tiém finh mach

nhanh trong 30 giay, tiép theo truyén finh mach lién tuc 5 mg/gié; cac

thudc cudng giao cam (dobutamin, isoprenalin, adrenalin) dwoc ding véi
- ligu ty thea thé trong va higu qua.

-  Néu sur gin mach ngoai bién chiém wu thé, co thé dung adrenalin hodic
noradrenalin kém theo viéc theo ddi lién tuc cac tinh trang twan hoan. B
v@ri cham nhip tim G& khang voi 1rj lidu, may digu hoa nhip tim c6 thé dugc
strdung. D3l véi co that phé quan, co thé ding cac thudc curomg giao cam
f (dang phun suong hodc tiém tinh mach), hoéic aminophyllin tiem tinh
mach. Trong treng hop dong kinh, khuyén cao nén tiém tinh mach cham
diazepam hoéc clonazepam.

14. Pic tinh dwoc lwve hoc
Nhém duoc ly; Thubc chen alpha va beta.

M3 ATC: COTAGOZ.

- Carvedilol la thuGc chen khdng chon loc thu thé B-adrenergic nhung cd tac
ﬁung chen chon loc trén thy thé a -adrenergic. Hoat tinh sinh Iy chi yéu
ciia carvedilol 1& trc ché canh tranh siy kich thich cac thu thé B-adrenergic
trén co tim (thu thé B,), co tron phé quén va mach mau (thy thé B,) va mic
d6 kém hon so véi nhirng thu thé g, frén co tron mach mau.

- Carvedilol Id‘béng cd hoat tinh cu’b’ng giao cam ndi tai (chd van B,) va chi
6 hoat tinh 6n dinh mang yéu.

- Tac dong gian mach lam gidm sirc can ngoai bién toan phan thong qua
tae dung chen o,-adrenergic va gidm truong luc giao cam clia carvedilol

o dongvai tro chinh trong: r.aedungha huyét-ap cua thude.

15, DPéc tinh dwoc déng hoe
Carvedilol hép thu 8t qua dudng tiéuhéa nhung bi ehuyén héa qua gan
1&n dau, sinh kha dung tuyét d6i khodng 25%. N&ng dd dinh trong huyét
twrong dat dwge saukhi ung 1 - 2 giv. Thube ¢ tinh tan trong lipid cao.
Hon 98% carvedilol gén két vii protein huyét trang, chi y8u véi albumin.
Sur gan két protein trong huyét trong khdng phy thude vao nbng dd trong
khoang ligu trj lieu. Carvedilol 1a mit hop chatthan dau, cé tinh bazo cé
thé tich phan bé & trang thai n dinh xap xi 115 L, cho thay thufc phan b
dang ké vao cac mb ngoal mach. Thufic chuyén,hba manh qua gan, chl
yéu béri cytochrom P450, isoenzym CYP2D6 va CYP2C9 va cac chét
chuyén hoa dugc dao thai chi yéu qua mét, Thoi gian ban thai khodng
6 - 10 gitr. Carvedilol tich Iy trong sira dﬁng vat.

16. Quy cach déng géi
Vi 10 vién. Hop 3 vi.

17. DBiéu Kién bao quan, han dung, tiéu chugn chét lwgng cua thubc

17.1. Biéu kién bao quan
Bao quan trong bao bl kin, nai khé. Nhiét dd khong qué 30°C.

17.2. Han dang

17.3. Tiéu chuén chét lwong

18.

24 thang k& tir ngay san xuat.

14

USP.
Tén, dia chi cla co s& san xudt thudc
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