Doc ky hudng dan sir dung truéc khi ding.
Néu éan thém thorg tin-xin héi y kién thay thuéc.
Chi ding thuéc nay theo sw ké don ciia thay thuoc.

PERUZI-6,25

(Vién nén Carvedilol 6,25 mg)
THANH PHAN
Mbi vién nén chira:
Carvedilol ......................... 6,25 mg
Ta duogc: Calci phosphat dibasic khan, lactose monohydrat, cellulose vi tinh thé. povidon,
croscarmellose natri, mau quinolin yellow, silicon dioxyd, magnesi stearat, natri lauryl
sulfat ... viea du 1 vién.

Pac tinh dwoc lyc hoc:

Carvedilol 1a mot hon hop racemic c6 tac dung chen khong chon loc thu thé beta-adrenergic
nhung c6 tac dung chen chon loc alpha;-adrenergic.

Pac tinh duwgc dong hoc:

Kha dung sinh hoc ciia carvedilol trung binh 20 - 25% vi hap thu khong hoan toan va vi
chuyén héa manh ban dau.

Sau khi uéng mot liéu khoang 1 - 3 gid, nong do trong huyét tuong dat t6i da. Nong do trong
huyét twong ting tuyén tinh véi liéu, trong pham vi lidu khuyén dung. Thé tich phan b
khoang 2 L/ kg. D thanh thai huyét twong binh thuong khoang 590 mL/ phut

Ba chat chuyen hoa déu c6 hoat tinh chen thu thé beta, nhung tac dung gian mach yéu. Tuy
nhién ndng d6 cac chit chuyén hoa nay thip va do d6 khong goép phan vao tic dung cua
thudc.

Nira doi thai trir ctia carvedilol 13 6 - 7 gio sau khi udng. Mot ty 1& nho khoang 15% licu
ubng duoc bai tiét qua than.

CHIi PINH:

Carvedilol duoc dung diéu tri ting huyét ap. Co thé dung don doc carvedilol hodc két hop
v6i thube khac, ddc biét véi thude loi tiéu loai thiazid.

Carvedilol dugc dung dé diéu trj suy tim sung huyet nhe hodc vira do thiéu mau cuc bd hoic
bénh co tim, ket hop voi digitalis, thude loi tiéu va thude trc ché enzym chuyén angiotensin
dé giam tién trién ctia bénh (da duoc chimg minh bang ty 1¢ tir vong, thoi gian diéu tri tim
mach tai bénh vién, hodc cin thiét phai diéu chinh thudc diéu trj suy tim khac).

CHONG CHI PINH:

Suy tim sung huyét khong bu (NYHA d9 III - V).

Hen phé quan hodc bénh co thit phé quan (c6 thé ddn dén con hen).
Séc do tim, nhip tim cham ning hodc blbc nhi - that d6 1T hodc dd I1I
Bénh gan c¢6 tri€u chung, suy gidm chirc nang gan.

Bénh nhan méan cam v&i bat ky thanh phan nao cia thude.

LUU Y PAC BIET VA THAN TRONG KHI SU DUNG:

Phai sir dung than trong carvedilol & ngudi bénh suy tim sung huyét diéu tri v6i digitalis,
thudc 1oi tiéu, hodc thude e ché enzym chuyén angiotensin vi dan truyén nhi - thét ¢ thé bj
cham lai.

Phai str dung thén trong ¢ ngudoi bénh c6 dai thao duong khong hodc kho kiém soat, vi thudc
chen thu thé beta co thé che lap triéu ching giam glucose huyét.

Phai nging diéu tri khi thiy xuat hién du hiéu thuong tén gan.

Phai st dung than trong ¢ nguoi cd6 bénh mach mau ngoai bién, ngudi bénh gay mé, nguoi
¢6 ting ning tuyén giap.



Néu nguoi bénh khong dung nap cac thuoc chong tang huyét ap khac, c6 thé dung than trong
lidu rat nho carvedilolichoyngudi ¢é bénhcd that phé quan:

Tranh ngung thubc dot ngot, phai ngung thudc trong thoi gian 1 -2 tuan.

Phai c4n nhac nguy co loan nhip tim, néu dung carvedilol dong thoi v6i ngtri thube mé. Phai
can nhic nguy co néu két hop carvedilol voi thudc chdng loan nhip tim nhom 1.

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

Dé xa tam tay tré em.

TAC DUNG KHONG MONG MUON (ADR):

Phan 16n tac dung khong mong mudn c6 tinh chat tam thoi va hét sau mot thoi gian. Da s6
tac dung nay xay ra khi bat dau diéu tri. Tac dung khong mong mudn lién quan chua yéu véi
co ché tac dung duoc 1y va véi lieu. Thuong gap nhat 1a chong mat (khoang 10%) va nhirc
dau (khoang 5%).

Thuong gap, ADR > 1/100

Toan than: Nhirc dau, dau co, mét moi, kho thé.

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

Tiéu hoa: Budn non.

It gap, 1/1000< ADR < 1/100

Tuan hoan: Nhip tim cham.

Tiéu hoa: Ia chay, dau bung.

Hiém gdp, ADR < 1/1000

Mau: Tang tiéu cau, giam bach cau.

Tuan hoan: Kém diéu hoa tuan hoan ngoai bién, ngat.

Than kinh trung wong: Tram cam, rdi loan gidc ngu, di cam.

Tiéu hda: Non, tao bon.

Da: May day, ngira, vay nén.

Gan: Tang transaminase gan.

Mit: Giam tiét nudc mat, kich tng.

H6 hap: Ngat miii.

Théng bdo cho thdy thudc cdc te dung khéng mong mudn gap phdi khi sie dung thuéc.

LIEU LUQONG VA CACH DUNG:

Cdch ding: Dé giam tiém ning nguy co giam huyét ap thé dimg, carvedilol duoc khuyén co
uéng cung vé6i thire an. Ngoai ra, nha san xuét goi y biéu hién giin mach ¢ ngudi bénh dung
ddng thoi thude e ché enzym chuyen c6 thé giam bang cach dung carvedilol 2 gid trude khi
dung thudc trc ché enzym chuyén.

Liéu lwong:

Tang huyet dp: Liéu dau tién 12,5 mg, ngay ubng 1 lan tang 1én 25 mg sau 2 ngay, udng
ngay 1 lan. Mot cach khac, lidu dau tién 6,25 mg ngay ubng 2 1an, sau 1 dén 2 tuan tang 1én
to1 12,5 mg, ngay ubng 2 lan. Néu can, liéu co thé tang thém, cach nhau it nhat 2 tuan, cho
t6i tbi da 50 mg, ngay udng 1 1an, hodc chia 1am nhiéu liéu. Déi voi ngudi cao tudi, 12,5 mg
ngay udng 1 1an c6 thé c6 hiéu qua.

Dau that ngwe: Lidu dau tién 12,5 mg, ngay udng 2 lan; sau 2 ngdy ting t6i 25 mg, ngy 2
lan.

Suy tim: 3,125 mg uong ngay 2 lan trong 2 tudn. Sau do, liéu c6 thé ting, néu dung nap dugc,
to1 6,25 mg, ngay udng 2 lan. Liéu c6 thé ting neu chiu duoc thudc, cach nhau it nhit 2 tuan
t6i lidu t6i da duoc khuyen cao 25 mg, ngay ubng 2 lan, dbi v6i ngudi bénh can ning dudi
85 kg hodc 50 mg, ngay ubng 2 1an, d6i v6i ngudi can ning trén 85 kg.

Trude khi bat dau lidu phép carvedilol cho suy tim sung huyet nguoi bénh dang dung
glycosid trg tim, thude 1oi tiéu va/ hodc thuoc trc ché enzym chuyen d6i, phai dugc 6n dinh
v6i lidu cac thude d6. Nguy co suy tim mét bu va/ hodc giam huyét 4p ning cao nhét trong
30 ngay dau diéu tri.



Bénh co tim vo can: 6,25 - 25 mg, ngay uong 2 lan.
Diéu chinh liéu & ngudi suy than: Khéng can thiét,
Diéu chinh liéu & nguoi suy gan: Chong chi dinh.

TUONG TAC THUOC, CAC DANG TUONG TAC KHAC:

Giam tac dung:

Rifampicin c¢6 thé giam ndng d6 huyét twong cua carvedilol t&i 70%.

Tac dung cua cac thudc chen beta khac giam khi két hop véi mubi nhom, barbiturat, mudi
calci, cholestyramin, colestipol, thudc chen khong chon loc thu thé alphai, penicilin
(ampicilin), salicylat va sulfinpyrazon do giam kha dung sinh hoc va nong d¢ huyét tuong.
Tang tac dung:

Carvedilol c6 thé ting tac dung cua thudc chdéng dai thdo duong, thude chen kénh calci,
digoxin.

Tuong tac cua carvedilol v6i clonidin c6 thé dan dén tac dung lam ting huyét 4p va giam
nhip tim.

Cimetidin lam tang tac dung va kha dung sinh hoc cua carvedilol.

Nhitng thudc khac c6 kha ning 1am ting ndng do va tic dung cua carvedilol bao gdm
quinidin, fluoxetin, paroxetin va propafenon vi nhing thudc nay wc ché CYP2D6.

Carvedilol lam ting ndng do digoxin khoang 20% khi udng cting mét luc.

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

Thoi ky mang thai:

Carvedilol d3 gay tac hai 1am sang trén thai. Chi dung thudc nay trong thoi ky mang thai néu
loi ich mong doi 16n hon nguy co c6 thé xay ra va nhu thuong 18, khong dung trong ba thang
cudi cua thoi ky mang thai hodc gan luc dé.

Tac dung khong mong mudn ddi v6i thai nhu nhip tim cham, giam huyét ap, tc ché ho hap,
giam glucose - mau va giam than nhiét ¢ tré so sinh c6 thé do mang thai di dung carvedilol.
Thoi ky cho con bi:

Carvedilol c6 thé bai tiét vao sita me. Khong c6 nguy co tac dung khong mong mubn & tré bu
me.

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

Chua c6 nghién ctru vé anh hudng cua thude trén kha ning 14i xe va van hanh may moéc.

Can than trong khi l1ai xe hoac van hanh may moc néu bénh nhan bj nhtc dau, chéng mat
...khi dung thudc, dic biét khi bat dau diéu tri, d6i thudc hodc dung kém véi ruou.

QUA LIEU - XU TRIi:

Nhing triéu ching ngé doc carvedilol gom rdi loan vé tim, nhiém doc hé than kinh trung
uong, co that phé quan, ha glucose huyét va tang kali huyet Triéu chimg vé tim thuong gap
nhat gdbm ha huyét ap va chdm nhip tim. Blbc nhi - that, réi loan dan truyén trong that va
choang do tim c6 thé xay ra khi qua liéu nghiém trong, dic biét v6i nhimg thudc e ché
mang (vi dy: Propranolol). Tac dong toi than kinh trung wong gdm co giat, hon mé va ngung
hé hap thuong gap voi propranolol va voi thudc tan trong m& va trc ché mang khac.

Tri liéu gom diéu tri triéu chimg con dong kinh, giam huyét 4p, ting kali huyét va giam
glucose huyét. Nhip tim chém va giam huyet ap khang voi atropin, isoproterenol, hodc voi
may tao nhip c6 thé ding glucagon. QRS gidn rong do ngd doc thude trc ché mang cé thé
dung natri bicarbonat wu truong. Cho than hoat nhiéu lidu, tham tich mau c6 thé chi giap
loai bd nhiing thube phong bé - beta c6 thé tich phan bd nhé, c6 nira doi dai, hodc do thanh
thai noi tai thép (acebutolol, atenolol, nadolol, sotalol).

PONG GOI: Hop 3 vi x 10 vién.
Hop 10 vi x 10 vién.



BAO QUAN: Noi kho réo, tranh dnh sang, nhi¢t 6 khong qua 30°C.
TIEU CHUAN CHAT LUQNG: Tiéu chumnha $an xudt,
HAN DUNG: 36 thiang k¢ tir ngay san xuat.

San xuét tai: _ _

CONG TY CO PHAN DUQC PHAM DAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu CN My Phudc 1, Xa Théi Hoa, Huyén Bén Cat, Tinh Binh
Duong, Viét Nam

Tel: 0274-3567689 Fax: 0274-3567688



