DOMECOR 2,5mg

THUOC KE PON, THUOC NAY CHI SU DUNG THEO SU KE PON CUA BAC Si

THANH PHAN: Mdi vién nén bao phim chira

- BiSOProlol fUMarat ..........ccocoeviiiieie e 2,5mg
- Ta dugc: vira du cho 1 vién nén bao phim.

(Chi tiét: Xem trén to hudng dan sir dung thude)

DANG BAO CHE: Vién nén bao phim, ding udng.
QUI CACH PONG GOI: Hop 2 vi x 14 vién.

CHI PINH:

- Tang huyét ap.

- Pau thét nguc.

- Piéu tri suy tim man tinh 6n dinh di kém triéu chtng suy chirc ning tim thu that trai két hop véi cac thude e ché men chuyén
angiotensin, lgi tiéu va cac glycoside tim.

LIEU LUQNG VA CACH DUNG:
- Cach dung: Udng thude khong nhai v6i nude. Nén udng vao budi sang, c6 thé ubng vao bira an.
- Liéu luwong: Lidu lugng cua bisoprolol fumarat phai dwoc x4c dinh cho tirng ngudi bénh va dugc hiéu chinh tiy theo dép tng
cua bénh va sy dung nap cua nguoi bénh, thudng cach nhau it nhét 2 tuén.
* Piéu tri ting huyét ap va dau thit nguc:
Nén diéu chinh liéu lugng theo timg bénh nhan. Nguoi 16n lidu khoi dau thuong ding 2,5 — 5 mg, 1 1an/ngay. Liéu théng thuong
12 10 mg x 1 lan/ngay, toi da 20 mg/ngay.
- Bénh nhan suy gidm chirc nang than: Véi nhitng bénh nhén bi suy than nang (d9 thanh thai creatinin < 20 ml/phut) khong nén
ding quéa 10 mg/ngay. Liéu c6 thé chia 2 lan/ngay.
- Bénh nhan bi suy chirc nang gan: Khong nén dung lidu qua 10 mg/ngay cho bénh nhan suy gan ning.
* Piéu trj suy tim man tinh 6n dinh:
- Céc diéu kién trude khi diéu tri v6i bisoprolol la:
+ Suy tim man tinh 6n dinh ma khong bi suy tlm cap trong vong 6 tuan trude do.
+ Khong thay do6i phuong thirc diéu tri chu yéu trong 2 tuan vira qua.
+ Piéu tri v6i lidu t01 ru thude tre ché men chuyén (hodc cac thude gidn mach khac néu khong dung nap cac thude e ché men
chuyén) va thudc loi tiéu va cac thude glycoside tim.
- Viéc didu trj phai do thiy thudc chuyén khoa tim mach theo ddi. Piéu trj suy tim man tinh 6n dinh bing bisoprolol phai bat diu
bang mot thoi gian diéu chinh liéu, héu duogc tang dén theo so dd sau :
Tuan 1: 1,25 mgx 1 lan/ngay, neu dung nap tot tang lidu 1én;
Tuan 2: 2,5 mgx 1 lan/ngay, neu dung nap duoc tot, tang 1én;
Tuan 3: 3,75 mg, 1 lan/ngay, néu dung nap t6t tang 1én;
Tuin4 — 7: 5mgx | lan/ngay, néu dung nap duoc tot, tang lén;
Tuan 8 — 11: 7,5 mgx 1 lan/ngay, néu dung nap dugc tét, ting lén;
Tuan 12: 10 mg x 1 lan/ngay dé diéu tri duy tri.
- Sau khi bét dau cho liéu dau tién 1,25 mg, phai theo ddi | nguoi bénh trong vong 4 gio (déc biét theo doi huyét ap, tan s tim, r6i
loan dan truyen cac du hiéu ning thém cua suy tim). Liéu t6i da khuyén cdo 10 mg x 1 lan/ngay
- Suy tim 6n dinh man tinh thuong phai diéu tri trong thoi gian dai. Khong dugc ngung diéu tri dot ngot hay thay d6i lidu ma
khong hoi y kién Bac si vi diéu nay co the lam suy tim nang hon tam thoi. Déc biét la d6i v6i bénh nhan thiéu mau tim cuc b,
khong nén ngimg diéu tri dot ngot. Néu can thiét phai ngung diéu tri, nén giam liéu tir tir.
- Suy giam chirc ning than hogc gan: Khong c6 thong tin vé duge dong hoc ctia bisoprolol ¢ bénh nhéan suy tim man tinh ¢ suy
giam chirc ning gan hodc than. Viéc ting liéu ¢ nhitng bénh nhan nay nén tién hanh than trong.
* Ngimg thudc: Khong nén ngimg thudc dot ngdt. Nén ngimg thude dan dan bang cach giam nira liéu hang tuan.
* Nguoi gia: Khong can diéu chinh lidu lugng. Nén bt dau véi lidu thip nhét c6 thé.
* Tré em dudi 12 tudi va thiéu nién: Khong dung do khong dii dir liéu 1am sang.

CHONG CHI PINH:

- Man cam véi bisoprolol fumarat, cac thudc chen beta hodc cac thanh phén cta thude.

- Chdng chi dinh & ngudi bénh ¢6 sbc do tim, suy tim cip, suy tim chua kiém soat duoc bang diéu tri nén, suy tim do III ning
hoidc d6 IV, bldc nhi — thdt do 2 hodc 3 va nhip tim cham (duéi 60 1an /phut trude khi diéu tri),



- Bénh nut xoang, nghén xoang nhi.

- Hen ning hoic tic nghén dudong hd hap man tinh ning.

- Hoi chirng Reynaud nang.

- U tuy thuong than (u té bao wa crom) khi chua dwoc diéu tri.

- Huyét 4p thap (huyét ap tim thu < 100 mmHg)

- Giai doan mugn cta phu mach ngoai vi.

- Nhiém acid chuyén hoa.

- Két hop véi floctafenin va sultoprid.

- Thudc ¢6 chira lactose. Nhitng bénh nhan bam sinh khong dung nap galactose, thiéu men lactase hodc khong dung nap glucose-
galactose khéng nén dung.

THAN TRONG KHI SU DUNG:

- Suy tim: Kich thich giao cam 1a mot thanh phan can thiét hd trg chirc ning tudn hoan trong giai doan bat dau suy tim sung huyét
va su chen beta c6 thé din dén suy giam thém co bop cua co tim va thuc day suy tim niang hon. Tuy nhién, 6 mot sO nguoi bénh
c6 suy tim sung huyét con bu c6 thé can phai dung thude nay. ‘Trong truong hop nay, phai dung thuéc mot cach than trong. Thude
chi duoc ding thém vao khi da c6 diéu tri suy tim voi cac thude co ban (thude loi tiéu, digitalis, rc ché men chuyén) dudi sy kiém
soat chat ché ctua Bac si chuyén khoa.

- V6i nguoi bénh khong c6 bénh sur suy tim: Sy tre ché lién tuc co tim ctia cac thude chen beta cé thé lam cho suy tim. Khi c6 cac
dau hiéu hodc triéu chimg dau tién cta suy tim, can phai xem xét viéc ngiimg dung bisoprolol. Trong mét s6 truong hop, co thé
tiép tuc lidu phap chen beta trong khi diéu tri suy tim véi cac thudc khac.

- Ngimg diéu tri dot ngot: Pau thit nguc nang 1én va trong mot sd trudng hop, nhdi mau co tim hodc loan nhip thit & nguoi bi
bénh dong mach vanh sau khi ngimg d6t ngot thude chen beta. Ngudi bénh khong duge ngimg thude khi chwa 6 161 khuyén cia
thiy thudc. Ngay ca voi ngudi bénh chua rd bénh dong mach vanh, nén khuyén giam dan bisoprolol trong khoang mét tuan dudi
su theo ddi cin than cua thﬁy thudce.

- Bénh mach ngoai bién: Cac thudc chen beta c6 thé lam trAm trong thém céc tri¢u chirng ctia suy dong mach & nguoi bi viém téc
dong mach ngoai bién. Cén than trong dbi véi cac nguoi bénh nay.

- Bénh co thit phé quan: Nguoi bénh bj co thit phé quan khong duge dung cac thude chen beta. Tuy vay, do tinh chat chon loc
tuong dbi betas, co thé dung than trong bisoprolol & ngudi bénh ¢ bénh co thit phé quan khong dap ting véi hodc khong thé dung
nap voi diéu tri chng ting huyét ap khac. Vi tinh chon loc beta; khong tuyét ddi, phai dung lidu bisoprolol thip nhat c6 thé dugc,
bét dau véi lidu 2,5 mg va phdi hop véi mot thude chi van beta, (gidn phé quan).

- Gay mé va dai phau thuat: Néu can phai tiép tuc diéu tri voi bisoprolol gan lic phau thuat, phai dac biét than trong khi ding céc
thudc gdy mé lam suy giam chirc ning co tim nhu ether, cyclopropan va tricloroethylen.

- D4i thdo dudng va ha glucose huyét: Cac thude chen beta co thé che 1ap cac biéu hién cta ha glucose huyét, dic biét nhip tim
nhanh. Cac thudc chen beta khong chon loc ¢6 thé 1am ting mirc ha glucose huyét gay boi insulin va 1am cham sy phuc hoi cac
ndng do glucose huyét thanh. Do tinh chat chon loc betas, diéu nay it c6 kha ning xay ra véi bisoprolol. Tuy nhién can phai canh
béo ngudi bénh hay bi ha glucose huyét hoic ngudi bénh dai thao dudong dang dung insulin hodc cc thube ha glucose huyét
duong ubng vé cac kha nang nay va phai dung bisoprolol mgt cach than trong.

- Nhiém déc do tuyén giap: Su chen beta — adrenergic co thé che 14p cac dau hiéu 1am sang cua ting ning tuyén giap nhu nhip tim
nhanh. Viéc ngirng dot ngét liéu phap chen beta co thé 1am tram trong thém céc triéu chimg ctia cuong chirc niang tuyén giap hoic
¢6 thé thuc day xay ra con bio giap.

- Suy giam chirc ning than va gan: Can hiéu chinh lidu bisoprolol mét cach can than ddi voi ngudi bénh suy than hodc suy gan.

- Than trong dung thuoc trong cac trudng hop dang diéu tri di ing, chimg dau thit nguc Prinzmetal, bénh nhan hay gia dinh c6
tién st bénh vay nén.

PHU NU CO THAI VA CHO CON BU:

- Chi dung bisoprolol cho phu nit trong thoi ky mang thai néu lgi ich cao hon nguy co ¢6 thé xay ra cho thai nhi.

- Khong biét bisoprolol c¢6 dugc bai tiét vao sita me hay khong. Vi nhiéu thudc duge bai tiét vao sita me, can phai than trong khi
dung bisoprolol cho phu nit dang trong thoi ky cho con b

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Céc nghién ciru trén bénh nhan mach vanh cho thy bisoprolol khong anh huéng dén kha nang 1ai xe ciia bénh nhan. Tuy nhién,
do phan tmg c6 thé xay ra khac nhau & mdi c4 thé nén kha nang 1ai xe va van hanh may moc c6 thé bi anh huong. Can luu y dén
kha ning nay khi bat dau diéu tri, khi thay ddi liéu ciing nhu khi c6 udng rugu.

TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC:

- Floctafenin: Cac thudc chen beta c6 thé can tré phan (mg b trir tim mach kém theo ha huyét ap hodc sdc gay ra boi floctafenin.
- Sultoprid: Khéng nén ding bisoprolol két hop véi sultoprid do ting nguy co loan nhip thét.

- Khong duoc phdi hop bisoprolol véi cac thude chen beta khac. Can phai theo ddi chit chd ngudi bénh dung cac thube lam tiéu
hao catecholamin nhu reserpin hodc guanethidin, vi tac dung chen beta — adrenergic ting thém c6 thé gay giam qua mirc hoat tinh



giao cam. O ngudi bénh duoc diéu tri dong thdi v6i clonidin, néu cAn phai nging diéu tri thi nén ngimg ding bisoprolol nhiéu
ngay trude khi ngung dung clonidin.

- Can phai than trong sir dung bisoprolol khi dung ddng thoi vai cac thube e ché co bop co tim hodc tre ché su dan truyén nhi —
that nhu mot s6 thudc d6i khang calci, dic biét thude cac nhém phenylalkylamin (verapamil) va benzothiazepin (diltiazem), hodc
céc thude chdng loan nhip nhu disopyramid, quinidin, lidocain, phenytoin, flecainid, propafenon, amiodaron.

- Sir dung dong thoi rifampicin 1am tang sy thanh thai chuyén héa bisoprolol, ddn dén rut ngan thoi gian ban thai cia bisoprolol.
Tuy vay, thudng khong phai diéu chinh liéu dau tién.

- Nguy co phan tmg phan vé: Trong khi str dung cac thudc chen beta, ngudi bénh co tién st phan tng phan vé nang voi cac di
nguyén khac nhau co thé phan tmg manh hon véi viée str dung thudc nhic lai, do tinh co, do chan doan hodc do diéu tri. Nhiing
nguoi bénh nhu vay c6 thé khong dap ting véi céc licu adrenaline thuong ding dé diéu tri cic phan tmg di ng.

- Str dung dong thoi bisoprolol véi cac thude kich thich than kinh phé giao cam c6 thé lam tang thoi gian din truyén nhi that va
tang nguy co chdm nhip tim.

- Insulin va cac thubc chdng dai thiao duong dang udng lam ting tac dung ha dudng huyét. Cac thudc chen beta c6 thé che khuat
cac dau hiéu cua tut duong huyét.

- Thubc gdy mé: Lam giam phan xa nhip tim nhanh va tang nguy co tut huyét ap.

- Digitalis: Lam giam nhip tim, tang thoi gian dan truyen nhi that.

- Céc thude chdng viém khong steroid (NSAIDs): C6 thé lam giam tac dung ha huyét p ciia bisoprolol.

- Céc thude khich thich giao cam beta (isoprenaline, dobutamine): Diing dong thdi véi bisoprolol c6 thé 1am giam tac dung cia ca
hai thudc.

- Cac thube cuong giao cam tac dong Ién ca thu thé thugng than alpha va beta (noradrenaline, adrenaline): Str dung cung voi
bisoprolol ¢6 thé khong 1am mat tic dung co mach qua thy thé thugng than alpha ctia nhitng thudc nay din dén ting huyét ap va
lam nang thém con tang huyet ap. Nhimg tuong tac nay can dugc xem xét hon vai nhimg thude chen beta khong chon loc.

- Sir dung cac thude ha huyét ap véi cac thube co kha niang 1am ha huyét ap khac (thude chdng trim cam 3 vong, cac barbiturat,
phenothiazin) ¢ thé ting nguy co tut huyét ap.

- Mefloquin: Tang nguy co cham nhip tim

- Monoamin oxidase inhibitors (trir cac chét irc ché MAO-B): Tang tac dung ha huyét 4p cta cac thudc chen beta nhung ciing ¢
thé c6 nguy co con ting huyét ap.

- Dung bisoprolol cing véi thire dn va dd udng: Tac dung ha huyét 4p ciia bisoprolol tang 1én khi dung cing vdi ruou.

TAC DUNG KHONG MONG MUON:

- Thudng gap: Cham nhip tim, lam ning thém suy tim (trong diéu tri suy tim). Tiéu chay, viém miii, suy nhugc, mét moi, chong
mat, dau dau, cam glac lanh hodc run & chi, tut huyét ap.

- it gap: Dau khop, giam cam gidc, budn n6n, kho tho, dau nguc, phu ngoai bién, co that phé quan ¢ nhiing bénh nhan hen phé
quan hodc tién st tac nghén duong tho, yéu co va co cimg co, ha huyet ap thé dung, réi loan giic ngu, uc ché than kinh.

- Hiém gap: Giam tiét nuéc mit, giam thinh gic, phan img qua mén (ngira, do bumg, phat ban), réi loan kha ning tinh duc, 4c
mong, hoang tudng.

QUA LIEU VA CACH XU TRi:

C6 mot sé truong hop qua lidu véi bisoprolol di duoc thong bao (t01 da 2000 mg). Ba quan sat thdy nhip tim cham va/hodc ha
huyét 4 ap. Trong mét s6 truong hop dé dung cac thudc tac dung gidng than kinh giao cam va tat ca ngudi bénh da hoi phuc.

Céc dau hiéu qua liéu do thudc chen beta gom c6 nhip tim cham, ha huyet ap va ngu lim, néu ning mé sang, hon mé, co giat va
ngimg ho hap. Suy tim sung huyét, co thit phé quan va giam glucose huyét c6 thé xay ra, dic biét & nguoi da c6 san cac bénh &
céc co quan nay.

Xur tri: Néu xay ra qua lidu, phai ngimng bisoprolol, diéu tri hd tro va tridu chimg. Bisoprolol khong thé bi thim tach.

- Nhip tim cham: Tiém tinh mach atropin. Néu déap tng khong day du, c6 thé dung than trong isoproterenol hoic mot thudc khac
¢6 tac dung 1am tang nhip tim. Trong mot sé trudng hop, dit may tao nhip tim tam thoi dé kich thich ting nhip.

- Ha huyét 4p: Truyén dich tinh mach va dung cac thudc ting huyét ap (isoproterenol hodc mot thudc chi vén alpha-adrenergic).
C6 thé ding glucagon tiém tinh mach.

- Blbc tim (d6 hai hodc ba): Theo ddi cin thdn ngudi bénh va tiém truyén isoproterenol hodc dat may tao nhip tim, néu thich hop.
- Suy tim sung huyét: Thyc hién bién phap thong thuong (dung digitalis, thudc 1¢i tiéu, thudc lam ting Iyc co co, thudc gidn
mach).

- Co thét phé quan: Ding mét thudc gidn phé quan nhu isoproterenol va/hodc aminophylin.

- Ha glucose huyét : Tiém tinh mach glucose.

DUQC LUC HOQC:

- Bisoprolol 1a mét thudc chen chon loc betas (B1) nhung khong cé tinh chat 6n dinh mang va khong c6 tac dung gidng than kinh
giao cam ndi tai khi ding trong pham vi lidu didu tri. Vi lidu thap, bisoprolol trc ché chon loc dap tmg vai kich thich adrenalin
bang cach canh tranh chen thu thé beta; adrenergic cua tim, nhung it tic dung trén thu thé beta, (B2) adrenergic cua co tron phé



quéan va thanh mach. Véi liéu cao (20 mg hogc hon), tinh chat chon loc cua bisoprolol trén thy thé beta; thuong giam xudng va
thudc s& canh tranh trc ché ca hai thy thé beta; va betay.

- Bisoprolol duoc dung dé diéu tri tang huyet ap. Hiéu qua cua bisoprolol tuong duong vdi cac thudc chen beta khac. Co ché tac
dung ha huyét ap cta bisoprolol c¢6 thé gdm nhiing yéu té sau: Giam luu lwong tim, tre ché than giai phong renin va giam tac dong
ctia than kinh giao cam di tir cdc trung tdm van mach ¢ ndo. Nhung tac dung n6i bét nhét cua bisoprolol 14 lam giam tan s tim, ca
lac nghi 1an lac gang stre. Bisoprolol 1am giam luu luong cua tim lac nghi va khi gang stic, kém theo it thay d6i ve thé tich mau
téng ra trong mdi 1an tim bop va chi 1am tang it ap luc nhi phai hodc ap lyc mao mach phoi bit luc nghi va lic gang stre. Tru khi
co chong chi dinh hodc nguoi bénh khong dung nap duoc, thudc chen beta da duoc dung phdi hop véi cac thuoc trc ché men
chuyén, loi tiéu va glycosid tro tim dé diéu tri suy tim do loan chirc nang that trai, dé lam giam suy tim tién trién. Tac dung tot cia
cac thude chen beta trong diéu tri suy tim man sung huyét chi yéu 1a do e ché cac tac dong ciia hé than kinh giao cam. Ding
thudc chen beta lau dai, ciing nhu cac thude e ché men chuyén, c6 thé lam giam cac tridu chimg suy tim va cai thién tinh trang
lam sang cua ngudi bi suy tim man tinh. Cac tac dung tot nay da dugc chimg minh & ngudi dang dung mot thude e ché men
chuyén, cho thay trc ché phdi hop hé théng renin — angiotensin va hé than kinh giao cam 1a cac tac dung cong.

DUQC DONG HOQC:

- Bisoprolol hau nhu dwgc hip thu hoan toan qua dudng tidu hoa. Vi chi qua chuyén hoéa budc dau rat it nén sinh kha dung qua
duong udng khoang 90%. Sau khi udng, nong do dinh trong huyét tuong dat dugc tir 2 — 4 gio. Khoang 30% thude gin vao
protein huyét twong. Thirc an khong anh huong dén hap thu cua thude. Thoi gian ban thai ¢ huyét tuong tir 10 dén 12 gid.
Bisoprolol hoa tan vira phai trong lipid. Thubc chuyén hoa & gan va bai tiét trong nudce tiéu, khoang 50% dudi dang khong d6i va
50% dudi dang chat chuyén hoa.

- O ngudi cao tudi, thoi gian ban thai trong huyét twrong hoi kéo dai hon so véi [ nguoi tre tudi, tuy ndng do trung binh trong huyet
tuong ¢ trang thai 6 on dinh tang 1én nhung khong c6 sy khac nhau c6 ¥ nghia vé mirc do tich lity bisoprolol gitta ngudi tré tudi va
ngudi cao tudi.

- O ngudi co hé s6 thanh thai creatinin dudi 40 ml/phut, thoi gian ban thai huyét tuong ting gip khoang 3 1an so v&i nguoi binh
thuong.

- O ngudi xo gan, téc do thai trir bisoprolol thay ddi nhiéu hon va thdp hon c6 ¥ nghia so v6i ngudi binh thudng (8,3 — 21,7 gid).

BAO QUAN: Bao quén noi kho, nhiét 6 dudi 30°C, tranh am va anh sang.
HAN DUNG: 36 thang ké tir ngay san xuat.

KHUYEN CAO :

- Thuéc ndy chi ding theo don ciia Bdc si.

- Poc kj hwéng dan sir dung trueée khi ding.

- Néu can thém théng tin xin hoi y kién Bdc si.
- Bé xa tam tay tré em.



