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VIEN NEN CARVAS 6,25
(Vién nén Carvedilol 6,25mg)
HUONG DAN SU DUNG
Poc ki hwéng din siv dung trwée khi ding. Pé xa tAm tay tré em. Thong bao ngay cho bac
sy hoic dwogc sy nhitng phan tng c6 hai gip phai khi st dung thude. Thudc nay chi ding
theo don thudc. Khi cin thém thong tin xin héi y kién bac s§.

Thanh phan:

Thanh phan hoat chat:

M3i vién nén bao phim chua carvedilol 6,25 mg.

Thanh phén ta dwoe:

Lactose, microcrystalline cellulose, methyl paraben, propyl paraben, povidone K-30, colloidal
anhydrous silica, sodium starch glycollate, purified talc, magnesium stearate, Opadry OY-IN
58901 (White).

Dang bao ché

Vién nén bao phim mau tring, hinh tron, hai mat 16i.

Chi dinh:

Suy tim sung huyét.

Carvedilol duoc chi dinh dé diéu trj suy tim nhe va vira (NYHA loai II va III) c6 nguon gbc thiéu
méu cuc b hodc bénh co tim, ph01 hop véi digitalis, thudc lgi tiéu va thude tic ché enzym chuyen
angiotensin dé 1am giam tién trién cta bénh (da dugc chimg minh bang ty 1€ tir vong, thoi gian
diéu tri tim mach tai bénh vién, hodc cén thiét phai diéu chinh thudc diéu tri suy tim khéc).
Carvedilol c6 thé dung cho nhiitng bénh nhan khong dung nap duoc thube trc ché ACE. Carvedilol
¢6 thé dung cho nhing bénh nhéan da diéu tri hodc khong diéu tri bang digitalis, hydralazin, nitrat.
Tang huyét 4p.

Carvedilol ciing dugc chi dinh dé diéu tri ting huyét ap. C6 thé dung carvedilol riéng r& hoac phéi
hop véi thube ha huyét ap khac, dic biét 1a thudc loi tiéu nhém thiazid.

Dau thit nguc 6n dinh.

Liéu ding va cach dung:

Cach ding:

Pé giam tiém nang nguy co giam huyet ap thé dung, carvedilol duogc khuyén cdo udng cung voi
thirc an. Ngoai ra, nha san xuét goiy biéu hién gidn mach & ngudi bénh dung ddng thoi thude tc
ché enzym chuyén c6 thé giam bang cach dung carvedilol 2 gid trude khi dung thube e ché
enzym chuyén.

Suy tim xung huyét:

Liéu dung tuy theo timg bénh nhan va phai c6 thay thubc theo ddi chat chd trong thoi gian xac
dinh lidu chuén. Trudc khi bat diu dung carvedilol, phai 6n dinh liéu dung cua digitalis, thudc loi
tiéu va thude tc ché ACE (néu co dung). Liéu khoi dau cta carvedilol dugc khuyén céo 14 3,125
mg, ngay 2 lan trong 2 tuan. Neu lidu dung nay duoc dung nap thi co thé tang 1én 6,25 mg, ngay 2
lan. Liéu dung c6 thé tang gap d6i mdi 2 tuan t6i khi dat lidu cao nhét bénh nhan c6 thé dung nap
duoc. M&i khi c6 thé bat dau dung theo lidu méi, can theo d&i bénh nhén trong 1 gid xem cé
chéng mat hoac vang dau nhe. Liéu téi da duoc khuyén céo 1a 25 mg, ngay 2 lan cho bénh nhan
can nang dudi 85 kg va 50 mg ngay 2 lan cho bénh nhén can nang trén 85 kg.

Tang huyét dp:

Liéu dung tuy theo timg bénh nhén. Liéu khoi dau cua carvedilol duge khuyén cao la 12,5 mg,
ngay ubng mot 1an. Ding cach do huyét ap tdm thu & tu thé dimg mot gid sau khi udng thude dé
xem liéu ding c6 duoc dung nap khong. Liéu niy coi nhu liéu huéng dan duoc duy tri trong 7 dén
14 ngay, sau do6 tang 1én 12,5 mg, ngay 2 lan néu can, dua trén huyét ap tam thu do lai & tu thé
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dang mot gio sau khi uéng thudc coi nhu lidu hudng dan vé su dung nap thudc. Liéu nay cling co
thé duy tri tir 7 dén 14 ngay va sau do c6 thé didu chinh tang Ién liéu t6i da 50 mg, ngay udng mot
lan, hodc chia lam nhiéu lan, néu dugc dung nap va néu thay can thiét. Hiéu qua ha huyét ap cua
carvedilol thdy duoc trong vong 7 dén 14 ngay. Liéu dung hang ngay khong dugc vuot qua 50 mg.
Déi véi nguoi cao tudi, 12 ,Smg ngay uong mot 1an c6 thé ¢ hiéu qua.

Bau thdt nguee on dinh:

Khoi dau dung lidu 12,5mg, ngay udng hai Ian; sau 2 ngay ting ti 25mg, ngay 2 lan.

Chong chi dinh:

Qué man cam véi thude.

Suy tim sung huyét khong b (NYHA d6 I11-1V).

Hen phé quan hozc bénh co thit phé quan (c6 thé din dén con hen).

Séc do tim, nhip tim chdm ning hoic block nhi-that do II hodc do II1.

Bénh gan c6 triéu chiing, suy giam chirc niang gan.

Ha huyét 4p nang (huyét &p tdm thu dudi 80 mmHg).

Dau thét nguc Prinzmetal,

Acid chuyén héa.

Bénh mach mau ngoai bién nang.

Bénh u tiiy thuong than dang duoc diéu tri

Canh b4o va than trong khi ding thudc:

Phai str dung thén trong carvedilol & nguoi bénh suy tim sung huyét diéu tri véi digitalin, thude loi
tiéu, hodc thudc e ché enzym chuyén angiotensin vi dan truyén nhi-thét c¢6 thé bi cham lai.

Phai str dung thén trong & nguoi bénh cé dai thao duong khong hoidc kho kiém soét, vi thude chen
thu thé beta c6 thé che I4p triéu chimg giam glucose huyét.

Phai str dung thén trong ¢ ngudi c6 bénh mach méu ngoai bién, ngudi bénh gay mé, nguoi 6 tang
nang tuyén giap.

Neu ngudi bénh khong dung nap cac thude chong tang huyét ap khéc, c6 thé dung than trong liéu
rat nho carvedilol cho ngudi ¢6 bénh co thit phé quan.

Tranh ngung thubc dot ngot, dic biét & nhitng bénh nhan bi thiéu mau cuc bd & tim. Do dé phai
nglmg dung thudc tir tir, trong vong 1 dén 2 tudn.

Phai can nhic nguy co loan nhip tim, néu ding carvedilol ddng thoi v6i ngiri thubc mé. Phai can
nhic nguy co néu két hop carvedilol véi thubc chdng loan nhip tim nhém I.

Chua xac dinh dugc tinh an toan va hiéu luc cua carvedilol ¢ tré em.

Thubc c6 chira lactose. Bénh nhan c¢6 cac vin d& vé di truyén hiém gap khi khong dung nap
galactose, thiéu Lapp lactase hodc kém hép thu glucose-galactose khong nén dung thudc nay.

Sir dung thude cho phu ni ¢6 thai:

Carvedilol da gy tac hai ldm sang trén thai. Chi ding thudc nay trong thoi ky mang thai neu loi
ich mong doi 16n hon nguy co c6 thé xay ra va nhu thuong 18, khong ding trong ba thang cudi cia
thoi ky mang thai hoac gan luc dé.

Téc dung khong mong mudn dbi véi thai nhu nhip tim cham, giam huyét ap, Gc ché ho hip, giam
glucose-mau va giam than nhiét ¢ tré so sinh c6 thé do mang thai da ding carvedilol.

Sir dung thude cho phu nir cho con bu:

Carvedilol c6 thé bai tiét vao sita me. Khong ¢ nguy co tac dung khéng mong mudn & tré bu me.
Anh hwéng téi kha nang lai xe va van hanh may méc:

Khi dung thudc tranh khong nén 14i 14i xe hogc diéu khién may moc.

Twong tac thude:

Cdc thuoc chong chitng loan nhip tim

D3 c6 béo cdo cac truong hop riéng ré cua rdi loan dan truyén (hiém khi gay ra huyét dong luc),
néu cho ding cing lic carvedilol dudng udng va diltiazem verapamil duong ubng va/hodc
amiodaron. Nhu véi céc thude tic ché beta khac, nén theo déi chat ch& dién tim dd va huyét ap khi
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ciing lc sir dung céc chat rc ché kénh calci loai verapamil va diltiazem do nguy co gdy rdi loan
tdm nhi that hodc nguy co suy tim (hiéu tmg hop luc). Can theo doi chit ch& néu tién hanh st dung
carvedilol cling ltc v&i liéu phép amiodaron (dudng udng) hoic cac thube chéng ching loan nhip
tim nhém L. Nhip tim cham, ngung tim, va rung that da duoc bao cdo ngay sau khi bit dau didu tri
bang céc thudc e ché beta & nhiing bénh nhan ding amiodaron. Cé nguy co suy tim & trudng hop
str dung dong thoi cac thude chdng chiing loan nhip tim nhém Ia hoic Ic bing dudng tiém tinh
mach.

Piéu tri cung luc véi reserpin, guanethidin, methyldopa, guanfacin va cac chét e ché 6-xit
monoamin (ngoai trir cht trc che MAO-B) c6 thé dan t6i giam thém nhip tim va giam huyét ap.
Can theo d&i cac d4u hiéu sinh ton.

Dihydropyridin

Nén theo d&i mot cach than trong viée str dung dihydropirin va carvedilol vi d4 c6 bao cdo vé suy
tim va giam huyét 4p nghiém trong.

Nitrat

Tang tac dung ha huyét ap.

Glicozit tim

Théy ting nong d6 digoxin khoang 16% va digitoxin khoang 13% ¢ trang thai 6n dinh & bénh
nhan ting huyét ap lién quan dén viéc sir dung dong thoi carvedilol va digoxin. Nén theo di nong
d¢ digoxin khi bat dau, ngung hodc diéu chinh trj liéu bing carvedilol.

Cdc thuéc ha huyet dp khac

Carvedilol ¢6 thé lam ting tac dung cua cac thudc ha huyét ap duoc dung dong thoi khac (chang
han thudc dbi khang thu thé al) va cac thudc c6 phan tng khoéng mong muodn ha huyét ap nhu
barbuturat, phenothiazin, thudc chdng trdm cam ba vong, thude gidn tinh mach va ruou.
Cyclosporin

Théy tang vira phai ndng do cyclosporin day trung binh sau khi bt dau diéu tri carvedilol cho 21
bénh nhan ghép than bi dao thai mach man tinh. Khoang 30% bénh nhan phai giam lidu
cyclosporin dé duy tri nong do cyclosporin trong pham vi diéu tri, trong khi nhiing bénh nhén con
lai khong can didu chinh. Trung binh lidu cycloporin duoc giam khoang 20% & céac bénh nhan nay.
Do su bién doi gilta cac bénh nhéan khac nhau khi can chinh liéu, nén theo ddi chat ché ndng do
cycloporin sau khi bat dau diéu tri carvedilol va chinh liéu cycloporin khi phi hop.

Thuéc diéu tri bénh ddi thdo dwong bao goém insulin

T4c dung lam giam dudng huyét cua insulin va cac thude diéu tri bénh dai thdo duong dung dudng
udng cé thé duoc ting cuong. Céc tridu chimg ha duong huyét c6 thé bi che ddy. O nhitng bénh
nhan dai thdo dudng can theo ddi thuong xuyén chi sb duong huyét.

Clonidin

Trong truong hop nglmg diéu tri ca carvedilol va clonidin, thi nén ngimg carvedilol vai ngay trude
khi ngtrng clonidin.

Thuéc gdy mé duong hé hdp

Can than trong trong truong hop gdy mé do hop luc, co co am tinh va tac dung ha ép cua
carvedilol va mot sb thudc gdy mé.

Cdc loai thube khang viém khong chira Steroid (NSAIDs), estrogen va cortisteroid

Tac dung ha huyét 4p cua carvedilol giam do giit nudc va natri.

Cdc thuéc kich cam hodc ik ché enzym cytochrom P450

Bénh nhan dung thudc kich cam enzym cytochrom P450 (vi du nhu rifampicin va barbiturat) hodc
tc ché enzym cytochrom P450 (vi du nhu cimetidin, ketoconazol, flouxetin, haloperidol,
verapamil, erythromycin) phai dugc theo ddi chat ch& trong qua trinh diéu tri két hop véi
carvedilol vi ndng dg carvedilol trong huyét thanh c6 thé giam do céc thude kich cam va ting do
céc thude tre ché enzym.
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Rifampicin lam giam nong do carvedilol trong huyét tuong khoang 70%. Cimetidin lam tang dién
tich dudi duong cong (AUC) khoang 30% tuy nhién khong thay dbi trén Cnax- Can luu y doi véi
cac bénh nhan sir dung cac thude kich cam oxy hoa chirc nang hon hop chang han rifamicin, vi
nong do carvedilol trong huyét thanh c6 thé bi giam, hodc thude tc ché oxy héa chirc nang hon
hop nhu cimetidin vi nong d¢ trong huyet thanh c6 thé tang. Tuy nhién, dua vao tic dung tuong
d6i nho ctia cimetidin dén ndng do thudc carvedilol, kha ning xay ra tuong tac quan trong trén lam
sang 1a rét it.

Thude kich thich than kinh giao cam véi cdc tac dung ciia thuée alphamimetic va betamimetic
Nguy co ting huyét ap va nhip tim qua cham.

Ergotamin

Tang co mach.

Thudc irc ché than kinh co

Tang trc ché than kinh co.

Tac dung khong mong muén:

Phan 16n tac dung khong mong mudn cé tinh chét tam thoi va het sau mdt thoi gian. Da s cac tac
dung nay xay ra khi bt dau diéu tri. Tac dung khong mong mudn lién quan chu yéu voi co ché tac
dung duoc Iy va véi liéu. Thudng gép nhét 12 chéng mit (khoang 10%) va nhiic dau (khoang 5%).
Thuong gap, ADR>1/100:

Toan than: nhtc dau, dau co, mét moi, kho tho.

Tuén hoan: chéng mat, ha huyét 4p tu thé.

Tiéu hoa: budn non.

It gap, 1/100 >ADR>1/1.000:

Tuén hoan: nhip tim cham.

Tiéu hoéa: tiéu chay, dau bung.

Hiém gap, ADR<1/1.000:

Mau: tang tiéu cau, giam bach cau.

Tudn hoan: kém diéu hoa tudn hoan ngoai bién, ngat.

Than kinh trung uong: trdm cam, rbi loan gidc ngi, di cam.

Tiéu hda: ndn, tao bon.

Da: may day, ngtra, vay nén.

Gan: tdng transaminase gan.

Mit: giam tiét nudc mét, kich tmg.

H6 hap: ngat miii.

Thong bao ngay cho bac s§ hodc dwge s§ nhirng phan {ng co hai gap phai khi dung thude.
Qua liéu va xir tri:

Triéu ching:

Nhiing triéu ching ngd doc carvedilol gdm rdi loan vé tim, nhiém doc hé than kinh trung uong, co
that phe quan, ha glucose huyét va ting kali huyet Triéu ching vé tim thuong gdp nhit bao gom
ha huyét ap va cham nhip tim. Blbc nhi-that, roi loan dan truyen trong that va choang do tim c6
thé xay ra khi qua lidu nghiém trong, dac biét v6i nhitng thude tre ché mang (vi du: propranolol).
Téac dong téi than kinh trung wong gdm co giat, hon mé va ngimg ho hip thudng gip véi
propranolol va véi thudc tan trong m& va tc ché mang khac.

X tri:

Tri lidu gdm diéu tri triéu chimg con dong kinh, giam huyét ap, tang kali huyét va giam glucose
huyet Nhip tim chdm va giam huyét ap khang véi atropm 1soproterenol hozc vdi may tao nhip co6
thé dung glucagon. QRS gién rong do ngd ddc thudc tc ché mang c6 thé ding natri bicarbonat uu
truong. Cho than hoat nhidu lidu, tham tich mau cé thé chi gitp loai bo nhing thubc phong bé-
beta ¢6 thé tich phan bd nho, cé nira doi dai, hodc do thanh thai noi tai thap (acebutolol, atenolol,
nadolol, sotalol).
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DPac tinh dwoe luc hoc:

Loai thuéc: Thudc chong ting huyét ap. Ma ATC: CO7TAG02

M@ ta: Thude chira hoat chét carvedilol.

Vé mit héa hoc carvedilol 1a: (¥)-1-(carbazol-4-yloxy)-3-[2-(0-methoxy-phenoxy)ethyl]aminol-2-
propanol; c6 cong thirc phan tir Co4H6N204 va trong lugng phan tir 1a 406,5.

Carvedilol 1a mdt hdn hop racemic c6 tic dung chen khong chon loc thu thé beta-adrenergic
nhung c6 tic dung chen chon loc alphaj-adrenergic. Carvedilol ¢6 hai co ché tac dung chinh la
lam gidn mach, chii yéu do chen chon loc thu thé alpha,, do d6 1am giam sirc can mach mau ngoai
bién. Carvedilol con c6 tac dung chen khong chon loc thu thé beta. Tac dung gian mach va chen
thu thé beta xay ra trong cling méc do lidu lugng. Con thay tac dung chen kénh-calci nhe.
Cardivelol khong c6 tac dung chu van-beta, ma chi ¢6 tac dung yeu on dinh mang. Nghién ctru
lam sang da chimg minh két hop chen thu thé alpha; va beta lam tan sb tim hoi giam hoic khong
thay dbi khi nghi ngoi, duy tri phan s thé tich phut va luu luong mau & than va ngoai bién.

Pac tinh dwge dong hoc:

Kha dung sinh hoc ctia carvedilol trung binh 20-25% vi hép thu khong hoan toan va vi chuyén héa
manh ban dau. Sau khi uéng mot lidu khoang 1-3 gio, ndng dd trong huyét tuong dat t6i da. Nong
do trong huyét tuong tang tuyén tinh voéi lidu, trong pham vi liéu khuyén ding. Thé tich phan bd
khoang 2 lit/kg. D¢ thanh thai huyét tuong binh thuong khoang 590ml/phut.

Ba chat chuyen héa déu c6 hoat tinh chen thu thé beta, nhung tac dung gian mach yeu Tuy nhién
nong d6 cac chét chuyén héa nay thap, va do dé khong gép phan véo tac dung cua thube.

Nira doi thai trir ciia carvedilol la 6-7 gio sau khi uong. Mot ty 1¢ nhé khoang 15% lidu udng duoc
bai tiét qua than.

Quy cach dong goi:

Hop dung 10 vi, mdi vi 10 vién.

Piéu kién bao quan:

Bao quan & nhiét 6 khong qué 30°C. Dé thudc ngoai tm tay tré em.

Han dung:

36 thang ké tir ngay san xuat. Khong dung thube da hét han ding ghi trén bao bi.

Tiéu chuin chit lrong:

Tiéu chuan co s san xuat.

Tén, dia chi co sé san xuét: Medley Pharmaceuticals Ltd., Plot No.18&19, Survey No.378/7&8,
379/2&3, Zari Causeway Road, Kachigan, Daman - 396210, An-do.
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