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VEDICARD® 6,25

Carvedilol
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Ell_Jc R‘i\{}l\ﬁﬂhﬁﬁgr{ sif dung trudc khi diing
Thong bao ngay cho bac sy hodac dugc sy nhirng tac dung khéng mong mudn gZp phai khi sir
dung thudc.

PHAN |. HUGNG DAN SU DUNG THUOC CHO NGUGI BENH

THANH PHAN, HAM LUGNG CUA THUGC: Mbi vién nén bao phim chifa:

Hoptohldt: Canvetill cwnmismemansmsmsiamsasins 6,25 mg

T4 dugc: Lactose dap thang, cellulose vi tinh thé PH 102, crospovidon, magnesi stearat, silic oxyd
dang keo khan, opadry Il blue.

. M0 TA SAN PHAM:

Vién nén bao phim, mau xanh dugng, hinh thoi, hai mt vién I6i, trén hai mat vién ¢d khdc dau
hinh thoi & gita.

. QUY CACH PONG GOI:

Hop 1 vi x 10 vién nén bao phim

. THUGC DUNG CHO BENH Gi:

VEDICARD dugc dung dé diéu tri:

- Suy tim sung huy&t mac d6 nhe hodc trung binh do thi€u mdu cuc b co tim hodc bénh co tim,
khi diing k&t hop v6i cac thudc khéc.

- Ting huy&t 4p v6 c&n. C6 thé ding carvedilol don trj liéu hodc phdi hop véi cic thudc diéu tri
ting huyét 4p khac, dic biét 1a thudc lgi ti€u nhom thiazid.

- Con dau thdt nguc 6n dinh man tinh.

. NEN DUNG THUGC NAY NHU THE NAO VA LIEU LUONG:

Cach ding: Thubc dung dudng udng. Nén udng thubc carvedilol ngay sau khi &n d& lam cham sy
hdp thu clia thutc va dé giam tdn sudt cic tic dung phu.

Liéu ding:

Liéu luigng thudc tuy thude vao tiing bénh nhan va nén dugc theo dbi chat ché bdi bac sy trong
thai gian diéu chinh lidu Iugng thuéc.

Suy tim sung huyét

Liéu khoi dau dugc khuy€n cdo la carvedilol 3,125 mg, uéng 2 1an/ngay, trong 2 tuin. N&u liéu nay
dung nap, thi co thé ting liéu dung, carvedilol 6,25 mg, ubng 2 lan/ngay. Liéu ding c6 thé ting
gap doi mdi 2 tudn cho dén liéu cao nhat ma bénh nhan c6 thé dung nap dugc.

Liéu khuyén cdo toi da la carvedilol 25 mg, udng 2 ldn/ngay cho bénh nhan < 85 kg va 50 mg 2
lan/ngay cho bé&nh nhén > 85 kg.

Tang huyét ap
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Ligu khoi ddu dugc khuy&n cdo 12 carvedilol 6,25 mg, udng 2 lan/ngay. N&u liéu nay dugc dung nap,

thi duy tri trong 7-14 ngay, r6i tang liu dung, carvedilol 12,5 mg, udng 2 lan/ngay, néu cin thiét.

Liéu ndy ciing dugc duy tri trong 7-14 ngay va c thé diéu chinh liu 1&n dé&n 25 mg, ubng 2

lan/ngay néu dung nap va can thiét. Tong liu hidng ngay khong dudc vuot qua 50 mg. Higu qua

diéu tri dugc thay ro trong 7-14 ngay.

Con dau that nguc dn dinh man tinh

Phac do 2 lan/ngay dugc khuyén cdo.

Ngudi I6n: Liu khai dau dugc khuyén cdo la 12,5 mg, ubng 2 lan/ngay trong 2 ngay dau. Sau do,

viéc diéu tri duoc tiép tuc vai ligu 25 mg, udng 2 lan/ngay. Néu cdn thiét, ligu c6 thé dudc ting dén

trong khoang 2 tudn ddu hodc it hon liéu khuyén cdo t6i da 1a 100 mg/ngay, 2 1an/ngay.

Nguoi gia: Ligu khoi dau duoc khuyén cdo 12 12,5 mg, ubng 2 lan/ngay trong 2 ngay. Sau dé, viéc

diéu tri dugc tiép tuc vai lieu 25 mg, udng 2 lan/ngay, day Ia liéu ddi da hang ngay dudgc dé& nghi.

Péi tugng dac biét:

Noudi suy gidm chic ning gan: Diéu chinh liéu cb thé dugc dé nghi.

Naudi suy thdn: Liéu ding phai xdc dinh cho tling bénh nhén, nhung theo cac thdng sé duoc dong

hoc khéng ¢6 bang chiing cho thiy diéu chinh lidu carvedilol 6 b&nh nhan suy thdn 13 cin thiét.

Ngudi gia: B&nh nhan 16n tudi co thé nhay c&m hon véi tic dung clia carvedilol do d6 cdn dugc

theo doi c&n than hon. Nhu nhiing thudc chen beta khéc va ddc biét & nhing bénh nhan cé bénh

mach vanh, sy ngung dung thudc nén dugc thuc hién dan dén.
6. KHI NAO KHONG NEN DUNG THUOC NAY:
Khong dung VEDICARD néu ban:

- Man cdm v6i bat cii thanh phan nao cla thudc.

- Suy tim mét bu (NYHA d6 IIl - IV), hen phé quan hodc bénh co that phé quan, bléc nhi that
do Il hodc Ill, hoi ching suy nit xoang (ngoai trlr 43 dugc dit mday tao nhip), séc do tim hodc
cham nhip tim ndng (< 50 nhip/phat), trir khi c6 may tao nhip tim vinh vién.

- Thuong t&n gan trdm trong.

- Ta&ng huyét 4p thi phéat sau u thugng than.

Tut huy€p dp nang (HA tdm thu < 85 mmHg).

- Con dau thit nguc prinzmental.

S{r dung dong thoi voi verap&mnl hodc diltiazem.
7. TAC DUNG KHONG MONG MUON:

R4t thudng gap:

Thén kinh trung uong: Chong mat, dau dau

Tim: Suy tim

Mach méu: Ha huyét ép

Toan than: Suy nhugc

Thucng gap:

Nhiém khudn va nhi@m ky sinh tring: Viém phé quén, viém phdi, nhifm khudn dudng hd hap trén,
nhiém khudn duding tiét niéu.

Mau va hé bach huyét: Bénh thiéu mau

Chuyén hoa va dinh dufing: Téng cén, ting cholesterol médu, kiém soat dudng huy8t kém (tdng
dudng huy&t, ha dudng huyét) & bénh nhén dai thao duding ti trudc.

Tam than: Tram cam, tdm trang chdn nan

Mat: Thj gidc suy giam, giam tigt nu6c mat (khé mat), kich (ng mat

w
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Tim: Cham nhip tim, pht, ting thé tich mau, ( dich
Mach mau: Ha huyét dp tu thé, r0i loan tuan hoan ngoai vi (lanh dau chi, b&nh mach mau ngoai vi,
lam tram trong hon céac dgt dau va hién tuong Raynaud)
Ho hap, léng nguc va trung that: Kho thd, phi phéi, hen suyén & nhiing bénh nhan dé mic.
Tiéu hoa: Budn ndn, tiéu chay, non, kho tiéu, dau bung
Cd xuong khdp va mo lign két: Pau 6 td chi
Than va tiét nidu: Suy thdn va chdc ning than bt thudng ¢ nhiing bénh nhan c¢é b&nh Iy mach
méu lan toa va/hodc suy than tiém an, roi loan tiéu tién.
Toan thén: Bau
ft aap:
Tam than: R&i loan gidc ngu, 10 14n
Thén kinh trung uong: Choéng vang, ngat, di cam
Tim: Bi6c nhi that, dau that nguc
Da va mé dudi da: Phan (ng 6 da (nhu chiing phat ban di Gng, viém da, may day, nglia, bénh vy
nén va liken (lichen) phang nhu ton thuong da va ting tiét md héi), rung toc.
Hé sinh san va tuyén vi: R6i loan chiic ning cuong duong
Hiém gap:
Méu va hé bach huyét: Giam tifu ciu
H6 hap, 16ng nguc va trung that: Nghet mii
Tigu hoa: Khd miéng
R4t hiém gap:
Mau va hé& bach huyét: Giam bach céu
Hé mién dich: Qua min (phan dng di Gng)
Gan-mat: Tang alanine aminotransferase, aspartate aminotransferase and gammaglutamyltransferase
Thén va tigt niéu: Tiéu khdng tu ch & phu nd, .
8. NEN TRANH DUNG NHONG THUGC HOAC THUC PHAM Gi KHI BANG SU DUNG THUOC NAY:
Tham van y ki€n bédc sy trutc khi dung VEDICARD néu ban dang st dung mdt trong céc thudc sau:
— Rifampicin.
—  Mu6i nhém, barbiturat, mudi calci, cholestyramin, colestipol, thudc chen khdng chon loc thu thé
a4, penicilin (ampicilin), salicylat, va sulfinpyrazon.
— Thudc ha dutng huyét, thude chen kénh calci, digoxin.
—  Clonidin.
—  Cimetidin.
— Thubc (c ché& CYP2D6 nhu quinidin, fluoxetin, paroxetin va propafenon.
-~ Cyclosporin.
- Amiodaron.
9. CAN LAM Gi KHI MOT LAN QUEN KHONG DUNG THUOC:

Néu ban quén dung thubc, dung nd ngay khi ban nhd. N&u thoi gian gan t6i liéu k& ti€p, thi hdy bd
qua liéu bj quén va dlng liéu ké ti&p theo k& hoach binh thudng. Kndng nén gap doi liéu dung.

10. CAN BAD QUAN THUOC NAY NHU THE NAO:
4 nhiét do dudi 30°C, nai kho rao, tranh 4nh séng.

¥/ 4 S, I
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11. NHONG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU:
Qua liéu co thé gay rdi loan vé tim, nhiém doc hé thdn kinh trung uong, co thdt phé quin, ha
glucose huy&t va ting kali huy&t. Triéu ching vé tim thudng giap nhit gdm ha huy&t ap va cham
nhip tim. Bloc nhi - that, roi loan dan truyén trong that va chodng do tim cd thé xay ra khi qud
liu nghigm trong. Téc dong véi than kinh trung wong gom co giét, hon mé va ngling hd hap.
12. CAN PHAI LAM GI KHI DUNG THUOC QUA LIEU KHUYEN CAO:
Théng bao ngay cho bac sy hodc dén bénh vién gan nhat.
Nhé mang theo nhén thudc hodc lugng thubc con lai dé bac sy biét thudc ma ban da dung.
13. NHONG DIEU CAN THAN TRONG KHI DUNG THUOC NAY:
Can than trong va tham van v kién bac sy trubc khi ding thudc nay néu ban co:
 Suy tim sung huyét diéu tri v6i digitalis, thusc loi tiéu, hodc thudc Gc ché enzym chuyén
angiotensin.
o Déi thdo dudng khéng hoic khd kiém soat.
¢ Bénh mach mau ngoai bién.
o Dang bi gdy mé.
o Ting ning tuyén giap.
¢ Khéng dung nap cdc thudc chdng tdng huyét dp khéc.
o Bénh co thit phé quan.
o Dang dung thudc mé hoic voi thuGc chdng loan nhip tim nhém |,
e Bé&nh dong mach vanh, nhip tim chdm, ha huy&t &p, suy tim ning, G dich, co thit phé& quén
khéng do dj Gng.
Tham van y ki€n bac sy néu ban c6 thuong tn gan hoc vang da khi dang ding thudc nay.
Ban khéng nén ngling thudc ddt ngbt.
Tré em du6i 18 tudi: Chua xéac dinh dugc tinh an todn va hiéu qué cla carvedilol. Hoi y kién béc s¥
vé viéc sl dung thudc nay.
Thudéc nay cd chira: Lactose. Néu ban da biét rang ban khong dung nap mot vai loai dudng thi hay
théng bdo cho bac sy trudc khi st dung thudc nay.
Thai ky mang thai:
Khong nén dung thudc nay trong théi ky mang thai, trlr khi that su cdn thigt (nBu nhu lgi ich cho
ngudi me 16n hon nguy ca tiém 4n cho thai nhi/tré so sinh). Tham van y ki€n bac sy trudc khi ding
thudc nay.
Thoi ky cho con bi:
Chua biét thubc ¢ duoc bai ti€t vao siia me hay khong, do do nén ngiling thudc khi cho con bi
hodc ngting cho con ba khi st dung thudc dua trén tam quan trong cla thudc dai véi ba me. Tham
van y kién bac sy trudc khi dung thudc nay.
Anh huéng ciia thuée déi vdi cong viéc: Thusc c6 thé gay nhiic ddu, chéng mat. Than trong khi
lai xe, van hanh mdy mdc, lam viéc trén cao va cac truding hop khéc.
14. KHI NAO CAN THAM VAN BAC SY, DUGC SY:
Trong truding hop qua ligu hodc tdc dung khéng mong mudn.
Khi dang dung thubc khéc hodic mot loai thuc phdm.
N&u cdn thém théng tin xin hoi § ki€n bac sy hodc dugc sy.
15. HAN DUNG CUA THUOC: 36 thang k& ti ngay san xut. Khong dung thudc khi qud han ding.

o
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PHAN II. HUGNG DAN SU DUNG THUGC CHO CAN BO Y TE
1. DUOC LUC HOC:
Nhém duge Iy: Thubc e ché kheng chon loc thy thé beta-adrenergic, chéng ting huyét ap, chong
dau that nguc va suy tim sung huyét.
Ma ATC: CO7AGO2.

Carvedilol 1a thudc chen khong chon loc thy thé beta-adrenergic nhung cd tac dung chen chon loc
alpha;-adrenergic.
Carvedilol ¢6 hai co ché tac dung chinh chdng ting huy8t ap. Mot co ché tic dung la lam gidn
mach, chil y&u do chen chon loc thy thé alphas, do do lam gidm stc cadn mach mau ngoai bién.
Carvedilol con c6 tac dung chen khong chon loc thu thé beta. Tdc dung trén thu thé beta xdy ra
trong cling mic dg liéu luong. Thudc con cb tdc dung chen kénh calci nhe. Nghién ciu 1dm sang
da ching minh k&t hop chen thu thé alpha; va beta 1am gidm nhe hodc khong thay déi nhip tim
khi nghi ngai, duy tri phan sudt tdng mau, luu lugng méu qua thdn va mach ngoai bién.
Trong diéu tri kéo dai 6 bénh nhan dau thit nguc, carvedilol dugc xem & co téc dung chdng thiéu
mau cuc b va lam dju con dau. Nghién clu huy&t dong hoc di ching minh rdng carvedilol lam
gidm tién tai va hiu tai tm thdt. O nh@ing b&nh nhan rdi loan chic ndng that trdi hodc suy tim
sung huygt, carvedilol c6 tdc dong tich cuc trén huyét dong, kich thuéc va phan sudt téng méu cla
that tréi.
2. DUGC BONG HOC:

~ Hap thu:
Carvedilol dugc hap thu nhanh sau khi udng. G ngudi khoé manh, dat ndng do huyét thanh t6i da
khodng 1 gio sau khi udng. Sinh kha dung tuyét doi cla carvedilol 6 nguti khoang 25%.
C6 sy tuong quan tuy&n tinh gita liéu lugng va ndng do trong huy&t thanh cla carvedilol. Thiic an
khéng @nh huGng dén sinh khd dung hofic néng dd huyét thanh t6i da mic du thoi gian cin thigt
dé dat dugc ndng o huyét thanh toi da bi kéo dai.
Phan bo" |
Carvedilol rat ua ddu, gdn két vdi protein huyét tuong khoang 98 — 99%. Thé tich phan bd khoang
2 lit/kg va tdng ¢ bénh nhén xo gan.
Chuyén hda:
Nghién cliu trén ngudi va dong vat, carvedilol dugc chuyén hoa rong rdi thanh céc chét chuyén hoa.
Céc chat chuyén héa nay dugc bai tiét chll yéu qua mat. Chuyén héa busc ddu sau khi ubng I3
khoang 60-75%. Chu ky gan ruft cla carvedilol 3 dugc chiing minh & dong vat,
Carvedilol dugc chuy&n hoa rong rai 6 gan, glucuronid héa 12 mét trong nhiing phan Gng chinh. Su
khii methyl va su hydroxyl héa & vong phenol tao thanh ba chit chuyén héa déu c6 hoat tinh chen
thy thé beta.
Theo c4c nghién ciu tién Iam sang, hoat tinh chen thu thé beta clia chdt chuyén héa
4-hydroxyphenyl cao hon so v6i carvedilol khodng 13 1an. Ba chat chuyén héa c6 hoat tinh gidn
mach yéu so véi carvedilol. (0 ngudi, néng do clia chat chuyén hoa thdp hon so véi carvedilol
khoang 10 14n. Hai trong s6 céc chat chuyén hoa carbazol-hydroxy 12 chdt chong oxy héa rat
manh, manh gdp 30 — 80 lan so vdi carvedilol.
Thai tro:
Thoi gian bdn thai trung binh cla carvedilol khoiang 6 gid. Do thanh thdi huyét tucng khodng
500-700 ml/phat. Thai trir chd yéu qua mat va bai tiét chl y&u qua phan. Mat phan nhd dudc thai
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trii qua thdn du6i dang cac chdt chuyén hda khdc nhau.

Bénh nhadn suy than

0 mét s6 bénh nhin ting huyét dp c6 suy than vila dén ndng (dd thanh thai creatinin < 30
ml/phit), su gia ting nong do trong huyét tuong cla carvedilol khoang 40-50% so véi bénh nhén
c6 chiic nang than binh thutng. Nong do dinh trong huyét tuong cla bénh nhén suy than cling téng
trung binh khoang 10-20%, tuy nhién k&t qud c6 su dao ddng l6n. Vi carvedilol dugc bai tiét chil
y&u qua phan, nén khong co kha ning tich Iy ddng k& ¢ nhiing bénh nhan suy than. Do do, khong
cin diéu chinh liéu carvedilol & nhitng bénh nhan suy than viia Gén nidng.

Bénh nhédn suy gan

§ nhiing bénh nhan xo gan, sinh kha dung toan than cua carvedilol ting Ién khodng 80% do
chuyén hoa buéc ddu bi giam. Do d6, carvedilol dugc chdng chi dinh & nhilng bénh nhan suy gan
c6 biéu hién 1am sang.

. CHi BINH:

Suy tim sung huyét

Diéu tri suy tim mic do nhe hodc trung binh do thiu mdu cuc b cd tim hodc bénh co tim, khi
dung két hop véi céc thudc khéc.

Tang huyét ép

Diu tri tdng huy&t 4p v6 cin. Co thé dung carvedilol don tri liéu hodic phéi hop véi cdc thubc diéu
tri ting huy&t dp khac, dic biét a thudc Igi tifu nhém thiazid.

Con dau that nguc 6n dinh man tinh.

. CACH DUNG, LIEU DUNG:

Céch ding: Thude dung dudng udng. Nén udng thudc carvedilol ngay sau khi &n dé 1am cham sy
hdp thu cla thudc va dé giam tan sudt céc téc dung phu.

Liéu ding:

Ligu ligng thudc tiy thude vao ting bénh nhan va nén dugc theo doi chdt ché bdi bac sy trong
thoi gian diéu chinh liéu lugng thube.

Suy tim sung huyét

Liéu khai dau dugc khuy&n cdo 13 carvedilol 3,125 mg, udng 2 lan/ngay, trong 2 tuan. Néu liéu nay
dung nap, thi cd thé ting liéu dung. carvedilol 6,25 mg, udng 2 lan/ngdy. Liéu dung c6 thé ting
gdp doi mbi 2 tudn cho dén liéu cao nh&t ma bénh nhan cd thé dung nap duge.

Liu khuy&n cdo 16i da | carvedilol 25 mg, usng 2 1an/ngay cho b&nh nhin < 85 kg v& 50 mg 2
lan/ngay cho bénh nhan > 85 kg.

Tang huyét ap

Liéu khdi dau dugc khuyé&n cdo la carvedilol 6,25 mg, udng 2 lan/ngay. Néu liéu nay dugc dung nap,
thi duy tri trong 7-14 ngay, roi ting liéu ding, carvedilol 12,5 mg, udng 2 lan/ngay, néu cén thiét.
Liéu nay ciing dugc duy tri trong 7-14 ngay va c6 thé diéu chinh liéu ién d&n 25 mg, ubng 2
lan/ngay néu dung nap va cn thiét. Téng liéu hidng ngay khong dugc vugt qui 50 mg. Hiéu qua
diéu tri dugc thdy rd trong 7-14 ngay.

Con dau that nguc on dinh man tinh

Phac d6 2 lan/ngay dugc khuyén céo.

Nguoi ién: Liéu khoi dau dudc khuyén cdo 1a 12,5 mg, ubng 2 lan/ngay trong 2 ngay dau. Sau do,
viéc diéu tri duoc tiép tuc véi liéu 25 mg, udng 2 lan/ngay. Néu cin thiét, lidu co thé duoc ting dén
trong khoang 2 tudn dau hodc it hon liéu khuy@n cao t6i da la 100 mg/ngay, 2 lan/ngay.
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6.

Nguoi gia: Ligu khéi ddu dugc khuyén cdo 12 12,5 mg, ubng 2 lan/ngay trong 2 ngay. Sau dd, viéc
diéu tri dugc tiép tuc vdi lifu 25 mg, udbng 2 lan/ngay, day la lidu doi da hang ngay dugc dé nghi.
Doi tugng dac biét:

Ngudi suy gidm chic ning gan: Piéu chinh liéu cé thé dugc dé nghi.

Ngudi suy than: Liéu ding phai xac dinh cho tiing bénh nhén, nhung theo cac thong s dugc ddng
hoc khong ¢6 bang ching cho thdy diéu chinh liéu carvedilol ¢ bénh nhédn suy than la cén thiét.
Ngudi gia: Bénh nhan Ién tudi co thé nhay cam hon véi tic dung clia carvedilol do do cin dugc
theo ddi cdn thdn hon. Nhu nhiing thudc chen beta khdc va dic biét & nhiing b&nh nhan cd bénh
mach vanh, su ngung dung thudc nén dugc thuc hién dan dan.

CHONG CHI DINH:

Man cam v6i bat cii thanh phdn nao cla thudc

Suy tim mat bu (NYHA do [ll - IV), hen ph& quan hodc bénh co thit ph& quan, bloc nhi that do 11
hodc IIl, hoi ching suy nit xoang (ngoai tri da dugc dit mdy tao nhip), séc do tim hodc cham
nhip tim ning (< 50 nhip/phdt), trir khi c6 may tao nhip tim vinh vién.

Thudng ton gan tram trong

Tang huy€t 4p thd phét sau u thugng than

Tut huy€p dp ndng (HA tdm thu < 85 mmHg)

Con dau thdt nguc prinzmental

St dung dong thoi véi verapamil hodc diltiazem

LUU Y VA THAN TRONG:

Thuong t6n gan c6 thé xdy ra trong khi diéu tri. NEu xét nghiém c6 béng chiing thuong t6n gan
hodc bé&nh nhin cé vang da, nén nglng diéu tri bang carvedilol va khéng dugc tai Iap didu tri
bdng thudc nay.

Phai st dung than trong carvedilol & ngudi b&nh suy tim sung huyét diu tri véi digitalis, thudc loi
ti€u, hodc thudc lic ché enzym chuyén angiotensin vi dan truyén nhi - that ¢6 thé bj cham lai.

Phai st dung than trong & ngudi bénh cd dai thdo duding khong hodc khé kiém soét, vi thudc chen
thu thé beta c6 thé che I&p trigu ching gidm glucose huyét.

Phdi sli dung thdn trong ¢ nguti cé bénh mach mdu ngoai bién, ngudi bénh gdy mé, ngudi co
ting nang tuyén gidp.

NEu ngudi b&nh khéng dung nap cdc thubc chéng ting huyét 4p khic, cb thé ding than trong liéu
rat nhd carvedilol cho ngudi cd bénh co thit phé quéan.

Tranh ngling thudc dot ngdt, phéi ngling thudc tU tU trong thai gian 1 - 2 tudn.

Phai can nhac nguy co loan nhip tim, néu dung carvedilol dong thoi véi thudc mé hodc véi thudc
chong loan nhip tim nhom 1.

Chua x4c dinh duoc tinh an todn va hiéu qua cla carvedilol 6 tré em dudi 18 tubi.

Thén trong 6 bénh nhan c6 dot cdp clia bénh ddng mach vanh, chinh liéu khi nhip tim cham, ha
huy&t ap, suy tim ndng, ( dich, co thdt phé quan khdng do di dng.

Thuéc nay cd chifa: Lactose. Bénh nhan co ven dé v& di truyn hi@m odp khoéng dung nap
galactose, thigu hut lactose Lapp hodc kém hap thu glucose-galactose khdng nén diing thuc nay.
Thoi ky mang thai:

Chua c¢ nghién clu day di va cd kiém sodt & phu nii 6 thai. Cac nghién ciiu trén dong vt da cho
thdy doc tinh sinh séan.

Cac thudc chen beta lam gidm tudi mau nhau thai c6 thé din dén thai chét trong ti cung va sinh
non. Ngoai ra, cac tdc dung khong mong muén (ddc biét nhu ha dudng huyét, ha huy&€p ap, nhip
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tim cham, suy h6 hdp va giam than nhiét) cd thé xay ra cho thai nhi va tré so sinh. Co nguy cc gia
ting cac bién chiing tim mach va phdi ¢ tré so sinh trong thoi ki hau san. Khéng nén sii dung
carvedilol trong thdi ky mang thai, trii khi that su can thigt (néu nhu Igi ich cho ngudi me I6n hon
nguy co tiém 4n cho thai nhi/tré so sinh).

Thai ky cho con bu:

Chua biét thudc c6 dudc bai tigt vao sia me hay khéng. Nghién ciu trén dong vat da cho théy
carvedilol va cdc chdt chuyén héa clia né dugc bai tiét qua stia, do d6 nén ngling thudc khi cho con
bt hodc ngiing cho con ba khi st dung thudc dya trén tdm quan trong clia thudc d6i v6i ba me.
Anh thudng cia thude doi véi céng viéc: Thude co thé gay nhiic ddu, chéng mit. Than trong khi
lai xe, vdn hanh may moc, lam viéc trén cao va céac truéng hgp khac.

7. TUONG TAC THUOC:

— Rifampicin ¢6 thé 1am gidm nong do huyét tuong clia carvedilol.

— Tac dung cla cdc thudc chen beta khac gidm khi két hop véi mudi nhdm, barbiturat, mudi calci,
cholestyramin, colestipol, thudc chen khéng chon loc thy thé 4, penicilin (ampicilin), salicylat, va A
sulfinpyrazon do gidm kha dung sinh hoc va ndng dd huyét tuong. A

—~ Carvedilol c6 thé 1am tdng hiéu qua cla thusc ha dudng huyét, thubc chen kénh calci, digoxin. e

_ Ding déng thoi carvedilol véi clonidin ¢6 thé din dén tic dung 1am ting huyét ap va gidm nhip ** /»
tim. 'r'_‘:o

— Cimetidin 1am tdng tac dung va kha dung sinh hoc cua carvedilol. e

— Cac thudc (c ché& CYP2D6 nhu thudc quinidin, fluoxetin, paroxetin va propafenon cé kha nang lam

. ting nong dg va tac dung cla carvedilol.

— Nong dd digoxin tdng khi dung dong thdi digoxin va carvedilol.

— Cyclosporin ¢6 thé ting néng d khi phoi hop véi carvedilol.

— Amiodaron c6 thé tang néng do carvedilol ddn t6i [am chdm hon nhip tim va dan truyén nhi that.

8. TAC DUNG KHONG MONG MUON:

Ré&t thudng gdp, ADR > 1/10

Thén kinh trung uong: Chéng mat, dau dau
Tim: Suy tim

Mach mdu: Ha huyét ap

Toan thén: Suy nhugc .
Thudng gdp, ADR > 1/100 4
Nhiém khudn va nhiém ky sinh trung: Viém phé quan, viém phoi, nhiém khudn dudng hd hap trén,
nhiém khudn dudng tiét niéu.

Mau va hé bach huyét: Bénh thiéu mau

Chuyén héa va dinh dubng: Tang cén, t&ng cholesterol méau, kiém soat dudng huyét kém (ting dudng
huyét, ha dudng huy&t) & b&nh nhan ddi thdo dudng tl trudc.

Tam thén: Trdm cam, tdm trang chan nan

Mat: Thi gidc suy giam, gidm tiét nuGc mat (khé mat), kich (ng maét

Tim: Cham nhip tim, phu, tdng thé tich mau, G dich

Mach mau: Ha huyét p tu thé, rdi loan tudn hoan ngoai vi (lanh ddu chi, b&nh mach méu ngoai vi,
lam trdm trong hon céc dot dau va hién tugng Raynaud)

H6 hip, 16ng nguc va trung that: Kho thd, phi phoi, hen suyén 6 nhitng bénh nhan d& mac.

Tiéu héa: Budn non, tiéu chay, ndn, kho tiéu, dau bung

Co xudng khdp va mé lién két: Pau 6 1 chi
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Than va tiét niéu: Suy than va chiic nang thin bat thutng 6 nhitng b&nh nhan c6 bénh Iy mach mau
lan t3a va/hodc suy than tiém an, rdi loan tiéu tién.

Toan théan: Dau

it gap, 1/100 > ADR > 1/1000

Tam thdn: Roi loan gidc ngl, 0 1an

Than kinh trung uong: Choang vang, ngét, di cam

Tim: Bloc nhi that, dau thdt nguc

Da vd md dudi da: Phéan (ing 6 da (nhu ching phét ban di (ng. viém da, may day. ngla, bénh vy
nén va liken (lichen) phang nhu ton thyong da va ting tiét mé héi), rung toc.

Hé sinh san va tuy&n vi; RAi loan chlic ndng cuong duong

Hiém gdp, ADR < 1/1000

Mau va hé bach huyét: Giam tiéu cdu

Ho hdp, Iong nguyc va trung that: Nghet mii

Tiéu hoa: Kho miéng

R4t hiém gap, ADR < 1/10000

Mau va hé bach huyét: Gidm bach céu

Hé mié&n dich: Qué man (phdn Ung di ing)

Gan-mat: Tang alanin aminotransferase, aspartat aminotransferase and gammaglutamyltransferase.
Than va tiét niéu: Tiéu khéng tu chl 6 phu ni.

9. QUA LIEU VA XU TRI:

Triéu ching: Qué liéu ¢ thé gay roi loan vé tim, nhiém doc hé thdn kinh trung uong, co that phé
quén, ha glucose huyét va tang Kali huyét. Trigu chiing vé tim thudng gdp nht gém ha huy&t-dp va
cham nhip tim. Bloc nh - that, r6i loan dan truyén trong that va chodng do tim cd thé xdy ra i_(hihpé
Iieu nghiem trong Tac dong véi thén kinh trung u‘ong gdm co giat hon mé va ngu’ng hu ha’p

co thé dung glucagon. Néu gian mach ngoai vi la uu the can dung adrenahn hodc n alin vai
theo ddi lién tuc tinh trang tudn hoan.
10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO:
Khéng dung qua li€u chi dinh.
11. TEN, DIA CHi, BIEU TUONG CUA CO SO SAN XUAT:

aHI
L 4y

cONG TY cO PHAN DUGC PHAM OPV
L6 27, Dudng s6 3A, Khu Céng Nghiép Bién Hoa I, TP. Bién Hoa, Tinh Dong Nai.

bT. (061) 3992999 Fax: (061) 3835088

12. NGAY XEM XET SUA D01, CAP NHAT LAI NOI DUNG HUGNG'DAN SU DUNG. THUGC:
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