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Mﬁ’ Ko

R.: Thubc ban theo don
Doc ki hwdng dén sii dung trwée khi ding.
Néu cin thém théng tin, xin héi § kién bdc st hodic dwgc si.

CORYOL 6,25 mg

Tén thube: CORYOL 6,25 mg
Thanh phin: Mai vién chira 6,25mg carvedilol
Tad dieoce: Lactose monohydrat, sucrose, povidon K-25, crospovidon, silica colloidal anhydrous,

magnesi stearat.

Dang bao ché: Vién nén.

Quy cach dong goéi: 7 vién x 4 vi/hdp

Chi dinh

Tiang huyét ap; c6 thé ding carvedilol mét minh hogc két hop véi thude khace, dac biét

v6i thude loi tiéu loai thiazid.

- Suy tim sung huyét nhe hodic vira do thidu mau cuc bd hogdc bénh co tim, két hgp voi £/
digitalis, thudc loi tiéu va thube (rc ché enzym chuyén angiotensin dé giam tién trién clia bénh { ([{?- s
(dd duoc ching minh bing ty (& tir vong, thoi gian didu trj tim mach tai bénh vién, hoiic cdn " it
thiét phai diéu chinh thudc diéu tri suy tim khac).

- Con dau thit ngye.

Liéu ding va cdch s dung:

Cdch dimg: Dé giam tiém nang nguy co giam huyét 4p thé dimg, Coryol duge khuyén cao

diing cting voi thire an.
Liéu lwong:
- Trong didu trj ting huyét ap: Lidu ddu tién 12,5 mg, ngdy ubng 1 lin; ting lén 25 mg sau 2
ngay, udng ngay 1 lin. Mt cich khée, liéu du tién 6,25 mg ngay udng 2 lan, sau [ dén 2 tudn
tang [én ti 12,5 mg, ngay udng 2 lan. Néu cin, lidu c6 thé ting thém, cach nhau it nhat 2 tudn,
cho t6i tdi da 50 mg, ngay ubng 1 lan, hodc chia lam nhiéu liéu. D6i véi ngudi cao tudi, 12,5
mg ngay ubng 1 1an ¢6 thé c6 hiéu qua.
- Trong didu tri dau thit nguc: Liéu déu tién 12,5 mg, ngdy udng 2 l4n; sau 2 ngiy tang tdi 25
mg, ngay 2 lan.
- Trong didu trf suy tim: 3,125 mg ubng ngay 2 l4n trong 2 tudn. Sau d6, lidu cd thé ting, néu
dung nap duge, t&i 6,25 mg, ngdy udng 2 lan. Liéu cé thé tang néu chiu dugc thube, cach nhau
it nhat 2 tudn t6i lidu tdi da duge khuyén cdo 25 mg, ngay ubng 2 1an, ddi véi ngudi bénh can
nang dudi 85 kg hodc 50 mg, ngay udng 2 1an, dbi véi ngudi cAn nang trén 85 kg.

Truée khi bat du lidu phap carvedilol cho suy tim sung huyét, ngudi bénh dang ding
glycosid trg tim, thude loi tiéu, va/hogc thude tre ché enzym chuyén doi, phai duge én dinh véi
lidu cdc thube dé. Nguy co suy tim mét b vavhodc giam huyét 4p niing cao nhit trong 30 ngay

dau diéu tri.
- Bénh co tim vé cin: 6,25 - 25 mg, ngay udng 2 lan.
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- Diéu chinh lidu & ngudi suy than: Khong cén thiét,
- Diéu chinh [idu & ngudi suy gan: Chong chi dinh.
Thudc chi diing khi cé sw ké don cia bdc sp
Ching chi dinh:
-Suy tim sung huyét khdng bu (d6 111 - [V theo phan loai suy tim NYHA).
~Hen phé quan hodc bénh co thit phé quan (c6 thé din dén con hen).
-Sb¢ do tim, nhip tim chdm ndng hogc blbc nhi - thét d¢ 11 hodic d6 111
-Bénh gan ¢o triéu ching, suy gidm chlc ning gan.
-MAn cam v&i bat cir thanh phin nao cia thude.
Than trong:
- Phai s dung than trong carvedilol & ngudi bénh suy tim sung huyét diéu tri véi
digitalis, thudc loi tiéu, hodic thude (e ché enzym chuyén angiotensin vi dan truyén nhi - that

cé thé bi cham lai.
- Phai sir dung thdn trong & ngudi bénh c6 dai thio duomg khong hodc khé kiém sodt, vi

thudc chen thu thé beta cé thé che Iép tridu chitng giam glucose huyét.

- Phéi ngimg didu trj khi thiy xuat hién ddu hidu thuong ton gan. &

. Phai sir dung thén trong & nguoi c6 bénh mach mau ngoai bién, ngudi bénh gdy mé,
ngudi ¢ ting ning tuyén gip.

- Néu nguoi bénh khéng dung nap cdc thude chdng ting huyét p khac, cé thé dung than
trong liéu rat nho carvedilol cho ngudi cé bénh co thit phé quan.

- Tranh ngimg thudc dot ngdt, phai ngling thude trong thai gian 1 - 2 tun.

- Phai can nhéc nguy co loan nhip tim, néu diing carvedilol déng thoi véi ngiri thube mé.
Phéi can nhéc nguy co néu két hop carvedilol véi thude chéng loan nhip tim nhom 1.

Chua xac dinh duge tinh an toan va hiéu luc chia carvedilol & tré em.

Téc dung phu:
Coryol da duge danh gid 1 an todn ddi v6i bénh nhan suy tim (nhe, vira va niing) hay &

ngudi ting huyét dp. Tuy nhién mot 6 bao cao d ghi nhén cac tac dung khéng mong muébn ¢6
thé gap phai khi dung Coryol. Phan 16n tic dung khéng mong mubn cé tinh chat tam thoi va
hét sau mot thoi gian. Pa sb tac dung nay xay ra khi bt dAu didu tri. Tac dung khong mong
mudn lién quan chit yéu vai co ché tac dung duge Iy va voi ligu. Thudng gip nhit 12 chéng mit
(khoang 10%) va nhic dau (khoang 5%).
Thuong gdp, ADR > 1/100

Toan than: Nhirc d4u, dau co, mét moi, khé the.

Tuan hoan: Chéng mit, ha huyét ap tu thé.

Tiéu héa: Budn nén.
Ir gap, 1/100 > ADR > 1/1000

Tudn hoan: Nhip tim cham.

Tiéu héa: la chay, dau byng.
Hiém gap, ADR < 1/1000

Mau: Tang tiéu cdu, giam bach cau.
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Tuan hoan: Kém diéu hoa tuan hoan ngoai bién, ngat.

Than kinh trung wong: Tram cam, rbi loan gidc nga, di cam.

Tiéu hda: Non, tao bon.

Da: May day, ngGa, vay nén.

Gan: Tang transaminase gan.

Mit: Giam tiét nude mét, kich (mg.

Ho hap: Ngat miii.
Hudng dén céch xir tri ADR

C6 thé giam thiéu nguy co chdm nhip tim va tac dung khéng mong muédn khac bang cach
bét dau didu tri voi lidu thap, rbi ting dan lidu, theo d5i cdn thin sb do huyét ap tam truong va

tan sb tim, va ubng carvedilol ciing thirc n.

Cén giam liéu néu tin sb mach giam xubng dudi 55 tiéng dap mdi phat. Tranh ngimg
thude dot ngot.

Ngudi bénh phai tranh dimg 1én dot ngdt hodc dimg yén trong thdi gian dai; cin nim

nghi néu thiy chong mat hodc 1 di, va hoi ¥ kién thay thubc vé giam liéu. / / /
/./g_

Théng bdo choe bdc si nhitng tdc dung khéng mong mudn gip phéi khi siv dung thuéc.
Tuong tic véi thude khac:

- Nhu céc thube tic ché beta giao cam khéc, carvedilol ¢6 thé iam tang tac dung cua
nhirng thude didu tri ting huyét dp hay c6 tac dung ngoai ¥ 1a gy tut huyét ap. Ciing gibng nhu
cac thudc e ché beta khac, nén than trong khi sir dung carvedilol véi nhiing thuéc chdng loan
nhip hay céc thubc déi khang calci nhu verapamil hay diltiazem. Vai trudng hop réi loan dén
truyén khi dung déng théi carvedilol véi diltiazem. Do d6, khéng nén tiém tinh mach céc thude
tric ché kénh calci va cac thube chéng loan nhip trong qua trinh diéu trj voi carvedilol. Khi phai
ngung diéu tri carvedilol clng vdi clonidin, nén ngung carvedilol trude vai ngdy trude Khi

giam dan dan lidu clonidin.

- Khi ciing su dung carvedilol va digoxin, ndng dé dinh & trang thai dn dinh cua digoxin
c6 thé ting khoang 16% trén bénh nhan ting huyét ap. Nén ting cudng kiém soat nong do
digoxin khi bat dau diéu tri, diéu chinh 1iéu hay ngung ding carvedilol.

- Tuong tic cua carvedilol v&i cac thube e ché CYP2D6 nhur thube quinidin, fluoxetin
va paroxetin chua duwec nghién ciru, nhung nhitng thubc ndy cé 18 |a tang ndng db dang dong
phan quang hoc R(+) ctia carvedilol trong mau.

. Carvedilol ¢6 thé lam tang hiéu qua ha duong huyét cua insulin va céc thuce ha dudng
huyét duémg udng. Triu chitng ha dudng huyét cé thé bi che ldp hay giam bét (dic biét 1a
triéu ching tim nhanh).

- Can phai than trong khi ding thudc & nhiing bénh nhan diing cac thubc cam {ing men
oxidase nhu rifampicin, do ndng do trong huyét thanh clia carvedilol c6 thé giam di, hay cac
thube éc ché men oxidase nhu cimetidin, do ndng do trong huyét thanh cia carvedilol cé thé
gia ting.

- Nén cén than khi gdy mé vi tac dung hidp déng lam gidm co co tim giita carvedilo] va

cac thudc gy mé.



St dung cho phu nit ¢ thai va cho con bu:

Thoi ky mang thai

Carvedilol dd gay tac hai lam sang trén thai. Chi diing thudc nay trong thoi ky mang thai néu
lgi ich mong doi 16n hon nguy co ¢6 thé xay ra va khong ding trong ba thdng cudi ctia thai ky

mang thai hodc gin 10¢ dé.

Téc dung khéng mong mudn déi véi thai nhu nhip tim cham, giam huyét ap, (rc ché ho hap,
giam glucose - mdu va giam than nhiét & tré so sinh ¢6 thé do khi mang thai nguoi me da dung
carvedilol.

Thoi ky cho con bu

Carvedilol ¢6 thé bai tiét vao sita me. Khong ¢6 nguy co tac dung khéng mong mudn & tré bi
me.

Anh hudng dén kha ning lai xe va van hanh may moc:

Ciing gidng nhu cic thube chdng ting huyét ap khac, carvedilol lam giam tinh tdo, anh hudng
kha nang J4i xe hay van hanh mdy méc ciia bénh nhén. Hién twong nay déc biét xay ra khi bét

dau hay thay déi diéu tri va khi ubng rugu. b f{//&

Dic tinh dwoe hre hoe:

Carvedilol 14 mdt hdn hop racemic trong d6 ddng phan quang hoc S(-) d6i khang hé beta giao
cam, ca 2 dong phan S(-) va R(+) dbi khang hé alphal giao cdm véi hiéu luc ngang nhau.

Do d6, carvedilol 1a chat dbi khang than kinh thé dich qua nhiéu co ché, irc ché hé B-adrenergic
{B-blocker) khéng chon loc. Péng thoi thude ¢6 tinh chét gdy gidn mach do phong bé chon loc
al-adrenergic.Vi vy thudc lam giam lrgng catecholamin & synap than kinh cta hé adrenergic.
Carvedilol ¢6 hai co ché tic dung chinh chéng ting huyét ap. Mot co ché tic dung la 1am gidn
mach, chu yéu do chen chon loc thy thé alphal, do d¢6 lam giam sirc can mach mau ngoai bién.
Carvedilol con ¢6 tidc dung chen khéng chon lgc thy thé beta. Tac dung gidn mach va chen thu
thé beta xay ra trong cing mic do liéu luong. Con théy tdc dung chen kénh - calci nhe.
Carvedilol khong cé tdc dung chd van - beta, ma chi c6 tdc dung yéu én dinh mang. Nghién
cfru Jam sang da chang minh két hop chen thu thé alphal va beta lam tin s6 tim hoi giam hogc
khong thay dbi khi nghi ngoi, duy tri phan sb thé tich phut va tuu luong mau & thén va ngoai

bién.

bic tinh dwoe dong hoc:

Hip thu: Thude dugc hip thu nhanh chéng sau khi udng, véi sinh kha dung tuyét doi khoang
25-35% do c6 mét ty 1é dang k& duge chuyén hoa budc mdt qua gan. Nong do thube trong
huyét twong ty 18 thuéin v&i liéu ding. Khi diing véi thye pham, toe do hap thu cia thude chdm
lai nhung sinh kha dung khong cé su khéc biét dang ké. Dimg thude vai thirc an cé thé lam

giam nguy co ha huyét ap thé ding.

Phén bé: Thube phan b rong rii trong mau va cic md. Ty 1é lién két voi protein huyét tuong
14 hon 98%, chu yéu voi albumin. Carvedilol ta mot hgp chét than lipid co ban (lipophilic) véi
thé tich phan bd & trang thai can bang xdp xi 115L, phan phéi chi yéu vao cic mé & ngoai
mach. D9 thanh thai cia thude khoi huyét tuong la 500-700 mL/philt.



Chuyén hod: Thubc dugce chuyén hoa rong rai. Carvedilol duge chuyén hoéa chii yéu boi qué
trinh oxy hoa vong thom va lién hop véi acid glucuronic. Cac chét chuyén héa sau qué trinh
oxy hoa tiép tuc duoc lién hop véi acid glucuronic va sulfat dé dugc dao thai ra ngoai co thé.
Phan img demethyl hoa va hydroxyl héa tai vong phenol di tao ra 3 chit chuyén héa cé tac
dung chen B giao cam. Dua trén cic nghién ciru tién lam sang, chat chuyén héa 4’-
hydroxyphenyl phong bé B giao cam manh gip 13 l4n carvedilol. So véi carvedilol, 3 chat
chuyén héa ndy ¢6 tic dung gidn mach yéu hon. Ndng d6 caa ching trong huyét tuong bing
khoang 1/10 carvedilol va c6 dac tinh duge dong hoc tuong tu chat me. Cac enzym CYP P450
chinh chiu trach nhiém chuyén héa ca hai dang dong phan nay & h¢ microsom gan ngudi la
CYP 2D6 va CYP 2D9.

Thdi trir: Carvedilol dugc bai tiét chi yéu qua mét vao phan, Do thanh thai cia thude khoi
huyét tvong la 500-700 mL/phat. Thai gian ban thai chung ctia thube 1a 7-10 gio trong d6 cia
dong phan R(+) 1a 5-9 gid con clia déng phan S(-) 1a 7-11 gio. J{Cé
Qui lidu:

Nhirng triéu chirng ngd doc carvedilol gém rdi loan vé tim, nhiém doc hé than kinh trung uong,
co thit phé quan, ha glucose huyét va tang kali huyét. Tri¢u chimg vé tim thudng gip nhat gém
ha huyét ap, cham nhip tim. Block nhi that, r6i loan dan truyén trong thét va choang do tim ¢é
thé xay ra khi qua lidu nghiém trong, dic biét véi nhitng thude trc ché mang. Tac dong tdi than
kinh trung uong gdm co gidt, hén mé va ngimg hod hip thuong gip véi propranolol va véi
thudc tan trong m& va trc ché mang khac.

Tri liéu gdbm diéu tri triéu ching con dong kinh, giam huyét ap, tang kali huyét va giam
glucose huyét. Nhip tim cham va giam huyét ap khang v&i atropin, isoproterenol, hodc véi may
tao nhip c6 thé dung glucagon. QRS gidn réng do ngd doc thude rc ché mang c6 thé ding natri
blcarbonat uu trLr(mg © ho than hoat nhleu Ileu, tham tach mau cc(;,jhé’@ﬁ] gg._rfloal bo nhu‘ng

(acebutolol, atenolol, nadolol, sotalol).
BAO QUAN: Bao quan trong bao bi kin, & nhiét d6 dudi 30°C
HAN DUNG: 36 thang ké tir ngay san xut.
Dé xa tdm tay tré em
Nha san xuit:
Krka, d. d., Novo mesto UC TRUONG

Smarjeska cesta 6, 8501 Novo mesto, SIOQAW % C%/n?

GIAM DOC
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