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OPEBETA® 80

ﬁ}?’r—fﬁ@\ Sotalol hydroclorid
.~
Thudc bén theo(dop
Dé xa Ié‘m‘%{tﬂ% /
Boc kj hudng 3 tritde khi dang

Théng bdo ngay cho bac sj hodc dugc sy nhitng tdc dung khéng mong mudn gdp phai khi sif
dung thudc

PHAN 1. HUGNG DAN SU DUNG THUOC CHO NGUGI BENH
1. THANH PHAN, HAM LUGNG CUA THUGC: MGi vién nén chia:
Hoat chét: Sotalol hydroclorid .............. 80 mg
T4 dugc: Lactose monohyrat, tinh bot ngd, cellulose vi tinh thé PH 102, silic oxyd dang keo khan,
magnesi stearat, acid stearic.
2. MO TA SAN PHAM: Vién nén tron, mau tring hay tring nga, mot mit tron, mot mit co khic
vach ngang & giiia.
3. QUY CACH BONG GOI:
HOop 4 vi x 10 vién nén.
4. THUGC DUNG CHO BENH Gi:
Sotalol 1a mot thudc chen beta duge st dung trong diéu tri r8i loan nhip tim gay ra boi cac budng
dusi clia tim (loan nhip tdm that) hodc cdc budng trén cla tim (loan nhip tdm nhi hay loan nhip
frén that).
5. NEN DUNG THUGC NAY NHU THE NAO VA LIEU LUGNG:
Cdch ddng:
Duing duding udng. Nudt vién thudc véi mot it nuc. Usng thudc vao cing mot thdi diém méi ngay.
S dung OPEBETA ding theo chi dn cla bac sy. Khong t¥ y ngung sif dung thudc trudc khi
tham khdo y kign bac sy. Bic sy co thé gidm liéu tru6c khi ngling hoan toan. Ngung sii dung
thudc dot ngdt co thé gdy céc tridu chiing cai thudc nhu 1am trdm trong hon cdc con dau thit
nguic, loan nhip tim va trong mét sd trutng hgp, nhdi méu co tim.
Liéu dang:
Bac si thuding bdt ddu diéu tri véi liéu lugng nho va theo di nhip tim clia ban chit ché. Liéu cla
ban c6 thé thay ddi sau khi theo ddi dap (ing clia ban doi véi thudc.
Liéu dung théng thutng ctia OPEBETA nhu sau:
Ngudi truéng thanh:
Lifu khéi ddu 1a 80 mg mdi ngay, ubng liéu don hodc chia lam hai lan.
Bac sy c6 thé ting dn liéu moi 2-3 ngay. ?;/
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Liéu diing thong thudng vao khoang 160-320 mg/ngay chia Iam 2 liu, c4ch nhau 12 gio.
‘Mot s6 bénh nhan cb thé cén dung liéu cao dén 480-640 mg/ngay.
Tré em: Thudc nay khong dugc khuy&n cdo cho tré em.
Bénh nh&n suy than: Tham khéo y ki€n bac s dé c6 liéu dung chinh xéc. .
6. KHI NAO KHONG NEN DUNG THUGC NAY:
Khéng dung OPEBETA néu ban:
e Qua mén vdi sotalol hoc bat ky thanh phan nao clia thudk.
e Bi suy than hodc c6 khdi u gén than (phaechromocytoma) khéng dugc diéu tri.
e C6 tién sl kho thd do co hep dudng thd nhu hen phé quan.
o Bj huyét ap thdp hodc suy tudn hoan.
o Bi nhiém toan chuyén hoa hodc nhiém toan ceton do tiéu dudng.
e (0 céc van dé vé tudn hoan (vi du bénh Raynauld).
e (06 nhip tim rdt chdm bao gdm hdi ching suy ndt xoang, hodc kéo dai khodng QT.
e CO r0i loan nhip tim dic biét goi 12 xodn dinh.
e C6 suy tim khong kiém soat hodc dau that nguc Prinzmetal (mot dang dau that nguc
khong 6n dinh).
e Dang dugc diéu trj verapamil bing dutng tiém
7. TAC DUNG KHONG MONG MUDN:
Ngung ding thudt va théng bdo cho bdc sy hodc dén bénh vién gin nh4t néu ban cé mét

\e

Wil

o

frong cdc triéu chiing sau:
e Thd kho khé hodc tdc nguc dot ngdt.
e Sung mi mit, mit, mdi, phat ban da sin (n8i may day) b4t cit noi no trén co thé.
e SO0t khong rd nguyén nhan.
e (Cam gidc bi ngat, ddc biét 1a khi ding én.
R4t thudng gdp (dnh hudng hon 1 trong 10 bénh nhan):
o Nhip tim khong déu
Nhip dap tim cham (d&c biét 1a dudi 50 nhip mdi phut)
Pau bung
Kho thé
Chéng mit
e Dauda day
It gdp (dnh hudng tir 1 trén 100 bénh nhan dén 1 trén 1000 bénh nhan):
e Tlic nguc
Tim dap nhanh
Ngat xiu
Suy tim
Budn non va 6i mua.

~
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o Tiéu chay, chudt rit.
e Dau ddu nhe.
 ROi loan gidc ngd.
o Vi gidc bat thudng.
o Mét moi bat thudng hodc yéu.
o Gidm kha ning tinh dyc.
Hiém gdp:
e Kho mit
o Mo mit
e T& hodc nglfa ran va/hodc mau xanh ngdn tay va ngén chan
8. NEN TRANH DUNG NHUNG THUGC HOAC THUC PHAM Gi KHI DANG SU DUNG THUGC NAY:
Tham vén ¥ kién bac s§ trudc khi dung OPEBETA néu ban dang sit dung mot trong céc loai thudc
sau;
e Thudc chdng loan nhip (nhu disopyramid, quinidin, procainamid, amiodaron va bepridil).
e Thudc kéo dai khodng QT (mot loai thay déi trong ECG) (nhu phenothiazin, thudc chéng
trdm cam ba vong; terfenadin, erythromycin va khang sinh quinolon).
e Floctafenin.
e Thudc chen kénh calci (nhu verapamil va diltiazem).
e Thudc lgi tidu, corticosteroid, amphotericin tiém tinh mach va mdt s§ thudc nhuén trang co
kha ndng gdy gidm kali méu.
e Clonidin.
e Digoxin hodc céc thudc tuong tu.
o Insulin va thudc ubng khac cho bénh ti€u dudng.
e Tubacurarin (thudc chen thdn kinh co).
e Thudc kich thich thu thé beta nhu salbutamol (dung trong diéu tri hen suy&n hodc bénh khi
thiing).
9. CAN LAM Gi KHI MOT LAN QUEN KHONG DUNG THUGC:
Né&u ban quén dung thudc, dung nd ngay khi ban nhG. N&u thoi gian gén t6i lifu ké tiép, thi hay
b qua liéu bi quén va ding liéu k€ tiép theo k& hoach binh thudng. Khong nén gdp déi liéu ding.
10. CAN BAO QUAN THUGC NAY NHU THE NAO:
G nhiét do dugi 30°C, noi khd rdo, trénh anh séng.
11. NHONG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU:
St dung qué liéu OPEBETA c6 thé gdy nhitng triéu chiing sau: Chdm nhip tim, suy tim sung
huy&t, ha huy8t 4p, hen ph& quan, ha dudng huyét.
Trudng hop qua liéu do c6 y véi lidu rdt I6n (2 d&n 16 g), c6 thé c6 nhiing triéu chiing sau: Ha
huy&t 4p, chdm nhip tim, kéo dai khodng QT, ngoai tdm thu, nhip nhanh that, xodn dinh.

%
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12. CAN PHAI LAM Gi KHI DUNG THUGC QUA LIEU KHUYEN CAo:
*N&u ban diing OPEBETA qua liéu khuyén cdo thi ban cAn phai:

Thong bdo ngay cho béc s§ hodc d&n bénh vién gan nhat.
Nhd& mang theo nhan thudc hodc lugng thudc con lai dé bac s biét thusc ma ban da dung.

13. NHUNG DIEU CAN THAN TRONG KHI DUNG THUGC NAY:
Tham van béc s§ trudc khi sif dung OPEBETA néu ban:

\ s ®

C6 tién sit phan (ing dij tng.

Bi bénh gan hodc than.

Bi suy tim

Bi xdo tron can bdng mudi va nudc (bao gém thap kali hoic magnesi)
Bi tiu duting hay c6 tién sit ha dutng huyét.

C6 cac vdn dé vé tuy&n gidp.

Bi bénh vdy nén.

Bi bénh nhugc ca.

Sap thyc hién phiu thuat.

Sédp phan tich clia nudc tiéu.

Thudc nay cd chifa:

Lactose. N&u ban da biét ring ban khdng dung nap mot vai loai dubng thi hdy thong béo cho bac
sy trudc khi sif dung thudc nay.

Thoi ky mang thai hodc cho con bi: Tham van y kién bdc sy truGc khi st dung néu ban dang
mang thai hodc cho con ba. _

Anh hudng cia thudc déi vdi céng viéc: Thudc thinh thodng co thé gay chéng mat va mét moi.
Can than trong néu ban lai xe, vdn hanh mdy moc, lam viéc trén cao va cac trudng hdp khac
cho dén khi ban biét &nh hudng clia thudc Ién co thé.

14. KHI NAO CAN THAM VAN BAC SY, DUGC SY:
Trong trudng hop qua liéu hodc tic dung khong mong mudn.
W Khi dang dung thudc khac hodic mot loai thuc pham.

NE&u cdn thém théng tin xin hdi ¥ ki€n bédc sy hodc dugc sy.
15. HAN DUNG CUA THUOC: 36 thang k€ tir ngay san xudt. Khong dung thudc khi qua han dung.
16. TEN, DIA CHi, BIEU TUGNG CUA CO SG SAN XUAT:

Pharmaceuticals

WHO-GMP
cONG TY cO PHAN DUGC PHAM OPV

S8 27, Pudng 3A, Khu Cong Nghiép Bién Hoa Il, Phudng An Binh, Tp. Bién Hoa, Tinh Bong Nai.

DT: (061) 3992999 Fax: (061) 3835088

17. NGAY XEM XET SUA BOI, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG THUOC:

; 412
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| PHAN I1. HUGNG DAN s DUNG THUGC CcHo cAN BG v 1€
1. DUGC Luc HOC: -

adrenergic),

Ma ATC: C07AAQ7.

Q,L~s<1ta!ol a thubc chen thy thé B-adrenergic khdng chon Igc, 4 nudc, khéng cé hoat tinh gidng
giao cam ndi tai (ISA) hodc hoat tinh &n dinh mang.

Sotalol ¢6 ¢4 haj ddc tinh chéng loan nhip 1a chen thy thd B-adrenergic (thugc chdng loan nhip
nhém 11) va kéo dai thei gian dién th& hoat dong cga tim (thudc chéng loan nhip nhém 1),

Sotalol khéng c6 tac dung dugc biét I&n vén tdc upstroke va do d6 khong &nh huding 18n pha khir
cuc.

Cac ddc tinh nhém 11 vi Il c6 thé dugc phan anh trén dién tam 48 béi su kéo dai khoén'g PR,
QT va QTc va khong c6 thay déj quan trong Ién thdi gian QRS

Céc dong phan d- va I- ol sotalol déu c6 cic tac dung chéng loan nhip tuong tu clia nhém |1
trong khi déng phan |- chiu trach nhigm cho hau hat tae dung chen beta. Mic di tic dung chen
beta déng k& co thé xay ra véi lidy ubng thdp dén 25 mg, tic dung nhom Il thudng duge thay &
li€u I6n hon 160 mg.

Tac dung chen beta ciia thugc gay giam nhip tim va lam giam c6 han ché stc co thit clia tim.
Nhing thay ddi nay lam gidm mitc tigy thu oxy ciia co tim va lam vige cha tim. Gisng nhu cdc
thudc chen béta khac, sotalol i ché gidi phéng renin. Tac dung (¢ ché renin clia sotalol 12 dang
ké ca khi nghi ngoi va trong khi tap thé duc. Gidng nhu céc tac nhin chen beta adrenergic khac,
sotalol 1am gidm dén c& huyét 4p tdm thu va tam truong & bénh nhan tdng huyét ap. Kiém soat
huyét dp trong vong 24 gitr dugc duy tri 6 ¢ vj tri nim nglia va thing diing v6i mot liéu duy nhat
mdi ngay.

2. DUGC BONG HOC:

Hap thu: ’ o
Nong do t6i da trong huyét tuong dat dugc tir 2,5 d&n 4 gio sau khi udbng va dat trang thai &n

dinh sau 2 dén 3 ngay. Sinh kha dung trén 90% va gitng nhau & moi ngudi. Sinh khd dung gidm
20% néu udng thudc trong bia n.

Phan bo- o P
Ty 18 lién két v6i protein huyét tuong khong déng ké, gip sotalol dé khuecfl an‘vao é'.
Sotalol it qua hang rao méu ndo (ndng do trong ndo-tly duGi 10% so v6i ndng do trong huyét

tuong).
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Chuyén hda:
" Sotalol khéng bj chuyén héa.

Thai tror:

Sotalol dugc dao thai chii yéu qua than. 80 dén 90% liéu diing dugc tim thay trong nudc tidu dudi
dang khéng déi.

Thai gian ban thai trong huyét tuong tir 10 d&n 20 gidy & ngudi ¢6 chic ndng than binh thuting
Ngudi cao tudi, suy gan, suy than:

TuGi clia ngudi bénh khong lam thay d6i dang k€ dugc dong hoc clia thudc, nhung suy gidm chiic
nang than & ngudi cao tudi co thé lam téng thdi gian ban thai cudi, din dén ting tich Ity thudc,
Cén diéu chinh liéu 6 bénh nhan suy than (xem muc Lidu dung). Vi thudc khong chuyén héa qua
gan Ian ddu, nén khong co thay d6i vé do thanh thai clia thudc & ngudi bénh suy gan.

3. CHI DINH:

OPEBETA dugc chi dinh trong:

Loan nhip tdm that:

- Diéu trj loan nhip nhanh that de doa tinh mang:

- Diéu tri loan nhip nhanh that khong bén viing c6 triéu ching

Loan nhip trén that:

- Phong ngtia nhip nhanh nhi kich phat, rung nhi kich phét, nhip nhanh vao lai tai nGt nhi that
kich phat, nhip nhanh vao lai nhi that kich phét cd st dung dudng dan truyén phu, va nhip nhanh
trén that kich phét sau khi phiu thuat tim;

- Duy tri nhip xoang binh thutng sau chuyén d6i rung nhi hodc flutter nhi,

4. CACH DUNG, LIEU DUNG:

Cdch dang:

Diing duding ubng G ngudi I6n.

Ciing nhu ddi véi cac thube chdng loan nhip khac, bat ddu diéu trj sotalol tir liéu thap va téng ddn
li€u tai b&nh vién cd phuong tién theo ddi va danh gid nhip tim. Liéu luong phai tlty ting cd nhan
va dya vao dap (ing clia tiing bénh nhan. Tac dung gay loan nhip tim c6 thé xdy ra khong nhiing
khi b4t ddu diéu tri, ma cd mdi khi ting liéu.

Khéng nén ngung dot ngdt diéu tri bdng sotalol, ddc biét & nhiing bénh nhdn mic bénh thiu
méau tim cuc bd (dau thdt nguc, nhdi mau co tim cdp tinh truc do) hoic ting huyét ap, ngin
nglra dgt cap clia bénh.

Khai ddu diéu tri hodc thay ddi liéu lugng véi sotalol nén theo danh gid y t& phil hgp bao gém
ki€m soat dién tim do vdi viéc do khodng QTc, vd danh gia chic ndng thdn, cin bang dién giai
va thuc dung déng thai.

Liéu dang:

Lich uéng thuéc sau day cé thé dwgc dé nghi:

Liéu khai ddu 1a 80 mg, udng mot lan hodc chia lam 2 1an.

4 6/12
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Nén diéu chinh liéu sotalol ddn d4n, ting liu cich nhau 2-3 ngay dé dat dugc trang thai én dinh
'va dé theo dGi khodng QT. HAu hét cdc bénh nhan dép tng véi mot liéu hang ngay 160-320 mg
dugc udng lam 2 1an cach nhau khodng 12 gid. Mot s6 bénh nhan bj loan nhip that dai ding de
doa tinh mang cé thé cdn lidu cao 480-640 mg/ngay. Nhiing liéu nén dugc sif dung dudi su gidm
sat chuyén khoa va chi nén dugc ké don khi Igi ich vugt qué nguy cd gia ting céc tac dung khong
mong mudn, didc biét gdy loan nhip tim.
Tré em: Khong dung sotalol cho tré em.
Liéu dung & nhiing bénh nhdn bi suy than:
BGi vi sotalol dugc bai tigt chl y&u qua nudc tiéu, liéu lugng nén dugc gidm khi do thanh thai
creatinin dudi 60 ml/phiit theo bdng sau:

Do thanh thdi creatinin (ml/phdt) Liéu dugc diéu chinh

AW M A

> 60 Liéu dugc dé nghi g
30-60 Y5 liéu dugc dé nghi =
A . 10-30 1 liéu dugc d& nghi '
<10 Tréanh ding sotalol
Liéu diing & bénh nhan suy gan: Khdng cAn diéu chinh liéu 12 cn thiét & nhitng bénh nhén suy
gan.
5. CHONG CHI DINH:
HOi chiing suy nat xoang
BI&c nhi — that do 2 va do 3 trir khi c6 mdy tao nhip
Hoi chiing QT kéo dai bdm sinh hodc méc phai _ =
Xodn dinh
Nhip chdm xoang c6 triéu ching
Suy tim sung huy&t khong kiém soat
S6c tim
= Gay mé -

U t& bao ua crom khong dugc diéu tri

Ha huyét &p (ngoai trif do r6i loan nhip tim)

Hién tudng Raynaud va rdi loan tudn hoan ngoai vi nghiém trong

Tién st bénh dutng thd tic ngh&n mén tinh hodc bénh hen phé quén

Qué mén cam vai bat ky thanh phdn nao clia thudc

Nhiém toan chuyén hoa

Suy than (dd thanh thai creatinin < 10 ml/phit)

Diing két hop v6i cac loai thusc nhu thudc chdng loan nhip nhom la, chdng loan nhip nhém I
nhu amiodaron, dofetilid, ibutilid, ... thuSc an thn kinh nhu trimipramin, phenobarbiton,
clorpromazin, ..; va thudc khang sinh nhu erythromycin tiém tinh mach va moxifloxacin.

v 7112



https://trungtamthuoc.com/

6. LUU Y VA THAN TRONG:

"Ngirng thudc dot ngot:

Qui man vdi catecholamin duge quan sat thay & nhiing bénh nhan ngitng diéu trj bing thudc
chen beta. Trudng hgp khong thudng xuyn clia dot cép con dau thdt ngyc, loan nhip tim, va
trong mot s trudng hgp, nhdi mau co tim da duge bao cdo sau khi ngung diéu trj dot ngot. Bénh
nhdn phai dugc theo doi c&n than khi ngiing sotalol diéu trj man tinh, dic biét 1A nhiing ngudi c6
bénh tim thi€u méu cuc b. N&u cd thé liéu nén dugc gidm dén trong khodng thdi gian mot dén
hai tudn, néu cén thiét cing mot lic bit ddu diéu tri thay thé. Ngung dot ngdt c6 thé lam bidu
hién suy mach vanh tiém &n. Ngodi ra, c6 thé tién trién ting huyét 4p.

Gay loan nhip:

Céc tdc dung khong mong mudn nghiém trong nh4t clia thusc chéng loan nhip nhém Il (nhu
sotalol) 1a 1am trdm trong thém ching loan nhip tim c6 tir trude hodc thic ddy ching loan nhip
tim m6i. Nhiing loai thudc lam kéo dai khodng QT c6 thé gdy xodn dinh, nhip nhanh that da hinh
cd lién quan vGi sy kéo dai khodng QT. Kinh nghiém cho dén nay chi ra ring nguy cd xodn dinh
co lién quan v6i viéc kéo dai khodng QT, nhip tim chdm, gidm Kali va magnesi huy&t thanh, néng
dd sotalol huyét thanh cao va véi viéc sit dung déng thoi sotalol va cdc thudc khéc gay xofn dinh.
Nit gi6i c6 thé ting nguy co ti€n trién xon dinh.

Yéu t0 nguy co khac clia xodn dinh 1a kéo dai qud mic clia QTc va tién st tim to hoic suy tim
sung huyét.

Ty 18 xodn dinh phy thudc liu. Xodn dinh thudng xdy ra sém sau khi bdt ddu difu trj hoic khi
tdng lifu va cb thé tign tri€n thanh rung thit.

Trong cdc thl nghiém I&m sang & bénh nhan VT/VF kéo dai, ty I8 gdy loan nhip ndng (xodn dinh
hodc VT/VF kéo dai méi) 1a <2% 0 liéu 1én d&n 320 mg. Ty I& tang hon gdp d6i & liéu cao hon.
Bénh nhan cd nhip nhanh that kéo dai va co tién st suy tim sung huy&t c6 nguy co cao nhét clia
loan nhip nghiém trong (7%).

Bién cd gay loan nhip phai dugc du dodn khong chi khi bat ddu diéu tri ma con véi mi 1an diéu
chinh ting liéu. B4t ddu diéu tri & lifu 80 mg v6i viéc diéu chinh liéu ting ddn sau d6 dé gidm
nguy co gay loan nhip. G nhitng bénh nhan da ding sotalol cdn than trong khi sit dung néu QTc
vugt qua 500 mili gidy trong khi di€u tri, va nén xem xét nghiém tiic cho viéc gidm liéu hodc
ngung thudc khi QTc vugt qua 550 mili gidy. Tuy nhién, do nhiéu yéu t0 nguy co lién quan dén
xodn dinh, cdn than trong bt ké khodng QTec.

Rdi loan dién giai:

Khéng nén sir dung sotalol 6 b&nh nhan co gidm kali huyét hodc gidm magnesi huyét cho tdi khi
da chita tri dugc su mat cAn biing; nhitng bat thudng vé dién gidi nhu vAy c6 thé lam ting qua
miic kéo dai khodng QT, va tdng khad ndng xodn dinh. C4n déc biét cha y dén can bang dién gidi
va kiém toan & nhiing b&nh nhan bi tiéu chdy ndng hay kéo dai hoic bénh nhin dung dong thoi
thudc [am gidm kali va/hodc magnesi.
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Suy tim sung huyét:

- Su chen beta c6 thé lam suy gidm hon nifa sy co b6p co tim va lam suy tim ndng hon. C4n than
trong khi bat d4u diéu trj & bénh nhén r6i loan chic ndng that trai dugc kiém soat biing liéu phap
(v du: Thudc dc ché enzym chuyén, thudc loi tiéu, digitalis, w); liéu khdi dAu thdp va chinh lidu
cdn than 1a phi hop.

Nh6i mau cg tim gan day:

0 nhiing bénh nhan sau nhéi mau co véi chic ndng that tréi bi suy y&u, nguy co so véi Ioi ich clia
vigc udng sotalol phai dugc xem xét. Theo ddi va chinh lidu cn than I3 rat quan trong khi khai
ddu va tiép tuc diu tri. Nén trinh ding sotalol & bénh nhan c6 phan sudt tng méu that trai
<40% ma khdng c6 loan nhip that nghiém trong.

Thay ddi dién tam dé:

Kéo dai qua mdc cla khodng QT, > 500 mili gidy, c6 thé la ddu hiéu clia su nhiém doc va nén
tranh. Nhip chdm xoang da dugc quan sat rdt phd bi€n & nhing bénh nhan loan nhip ding
sotalol trong céc thif nghiém I&m sang. Nhip tim cham lam ting nguy co xodn dinh. Nghi xoang,
ngling xoang va rdi loan chiic nang nit xoang xay ra <1% bénh nhan. Ty 18 bléc nhi - that do 2
va do 3 khoang 1%.

Sdc phan vé:

Bénh nhan cd tién sit phan Gng phan vé véi nhiing di nguyén khéc nhau cé thé co6 mdt phan ng
nghiém trong hon khi cho dung I3p lai thudc chen béta. Nhitng bénh nhan nay c6 thé khdng dép
(ing v6i liéu thdng thudng clia adrenalin thudng dung dé diéu tri cac phan dng dj (ng.

Gay mé:

Ciing nhu nhiing thudc chen beta khéc, nén sit dung sotalol than trong & bénh nhan trdi qua phau
thuat va két hgp vai céc thudc gy mé gdy Uc ché co tim, nhu cyclopropan hay tricloroethylen.
Pai thao dudng:

Nén st dung sotalol than trong 6 nhiing bénh nhdn bi bénh dai thdo dudng (ddc biét 12 dai thdo
dudng khong 6n dinh) hodc c6 tién st clia con ha dubng huyét tu phat, vi su chen beta cé thé
che gidu mot s6 dau hiéu quan trong clia sy khéi phat ha dudng huyét cap tinh, vi du nhip tim
nhanh.

Tang ndng tuyén gidp:

Sy chen beta co thé che gidu nhiing ddu hiéu 1am sang clia cudng giap (vi du, nhip tim nhanh).
Phai theo ddi chdt ché nhiing bénh nhan bi nghi ngd nhiém doc do tuyén gidp tién trién vi viéc
ngling dot ngdt chen beta co thé ddn dén trigu chiing trdm trong clia cudng giap, bao gom ca
con bdo giap.

Suy than:

Vi sotalol dugc dio thai chll y&u qua than, nén diéu chinh liéu dung & bénh nhéan suy than.
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Bénh v4y nén:
' ThuBc chen beta da dugc béo cdo hi€m khi lam trdm trong thém céc triu ching clia bénh vay
nén vulgaris.

Thudc nay ¢ chifa: Lactose. Bénh nhan c6 v&n dé vé di truyén hiém gdp khdng dung nap
galactose, thi€u hut lactase Lapp hoic kém hdp thu glucose-galactose khong nén diing thuc nay.
Thai ky mang thai: Nghién ciu dong vat véi sotalol hydroclorid da cho thdy khong cé bing
chlng gdy qudi thai hodc céc téc hai khac ddi véi bao thai. Mdc dii chua ¢ nghién ciu ddy di
va c6 kiém sodt & phy nit mang thai, nhung sotalol hydroclorid da dugc ching minh qua nhau thai
va dugc tim thdy trong nuc 6i. Cdc thuSc chen beta 1am gidm tuSi mau nhau thai, ¢6 thé din
dén thai chét trong tir cung, thai chua trubng thanh va sinh non. Ngoai ra, cdc tdc dung khong
mong mudn (ddc biét 12 ha dudng huy8t va nhip tim chdm) c6 thé xay ra § thai nhi va tré so
sinh. C6 nguy cd gia ting cdc bién ching tim mach va phdi & tré so sinh trong giai doan sau
sinh. Do d6, chi nén sl dung sotalol trong thdi ky mang thai khi Igi ich tifm ning I6n hon nguy
cd c6 thé 6 cho thai nhi. Tré so sinh cdn dugc theo ddi rat cdn than trong 48 - 72 gid sau khi
sinh néu khéng thé ngung diéu trj clla me ddi vai sotalol 2-3 ngay trudc khi sinh.

Thai ky cho con hii: Hiu hét cac thubc chen beta, dic biét 1a cdc hgp chat than ddu, sé di vao
slia me nhung & mic do khic nhau. Do do khéng khuy&n cdo cho con bi trong khi dung nhitng
thudc do.

Anh hudng cia thudc dai véi cong viéc: Thudc co thé gy chong mit va mét moi. Cén than
trong khi l4i xe, vdn hanh mdy méc, lam viéc trén cao va cac trudng hgp khac.

7. TUGNG TAC THUGC:

Chéng chi dinh két hgp:

Thudc chéng loan nhip nhém 1a, nhu disopyramid, quinidin va procainamid va cac loai thudc
chdng loan nhip khéc nhu amiodaron va bepridil khong dugc khuy&n cdo diéu tri dong thdi v6i
sotalol, vi nhiing thudc ndy cé khd ning kéo dai thai ky tro. Viéc sit dung ddng thdi cac thubc
chen beta khdc véi sotalol ¢ thé din dén téc dung higp ddong clia nhom II.

Khéng khuyén cado két hgp:

Céc thudc khdc kéo dai khodng QT:

Nén dung sotalol hét stic thin trong khi két hgp véi thudc khac dugc biét kéo dai khodng QT nhu
phenothiazin, thudc chéng trdm cam ba vong, terfenadin va astemizol. Cac thudc khac cd lién
quan Vv6i viéc ting nguy co xodn dinh bao gbém erythromycin tiém ftinh mach, halofantrin,
pentamidin, va khang sinh quinolon.

Floctafenin:

Cac thudc chen beta-adrenergic c6 thé cdn trG cac phan (ing bl trlf tim mach c6 lién quan véi ha
huy&t ap hodc soc ma c6 thé gay ra bai floctafenin.

Thudc chen kénh calci:

Dung ddng thdi cac thudc chen beta va thudc chen kénh calci dd dan dén ha huyét dp, nhip tim

cham, khigm khuy8t ddn truyén, va suy tim. N&n tranh su k&t hop thudc chen beta véi cc thudc
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chen kénh calci Gc ché tim nhu verapamil va diltiazem do nhiing tic dung hiép déng trén din
* truyén nhi that, va chiic ning tim th4t.

Céc két hgp can thén trong khi sii dung:

Thuét Igi tigu gidm kali:

Gidm kali hodc magnesi huyét c6 thé xay ra, ting kha ning xodn dinh.

Cdc thubc khdc lam gidm kali:

Amphotericin B (dutng IV), corticosteroid (dudng udng), va mot s6 thuc nhudn trang cling c6 thé
lign quan v6i ha. kali huy&t; nén theo ddi va diéu chinh ndng do kali phit hop trong qua trinh sir
dung dbng thoi v6i sotalol.

Clonidin:

Céc thubc chen beta co thé lam ting kha ning ting huyét 4p cao trd lai (ddi khi quan sat thdy
sau khi ngung clonidin); do d6, nén ngung thudc chen beta tif tif vai ngay truéc khi ngiing clonidin
dan dan.

Glycosid digitalis:

Liéu don va liéu da clia sotalol khong &nh hubng déng k& ndng do digoxin trong huyét thanh. Bign
cd gay loan nhip tim thudng gap hon & nhiing bénh nhan dugc diéu trj sotalol cling dang dung
glycosid digitalis; Tuy nhién, diéu nay c6 thé lién quan dén sy hién dién clia CHF, mdt yéu t6
nguy cd dugc biét gdy loan nhip tim & nhiing bénh nhdn dung glycosid digitalis. Su k&t hop
glycosid digitalis véi thuic chen beta c6 thé 1am ting thdi gian din truyén nhi thét.

Thudc lam mat catecholamin:

St dung dbng thoi nhiing thubc lam mét catecholamin, nhu reserpin, guanethidin, hay alpha
methyldopa, véi mot thudc chen beta c6 thé gdy gidm qué mic truong luc than kinh giao cam lic
nghi. Bénh nhan cén dugc theo ddi chat ché biéu hién clia ha huy&t 4p va/hodc chim nhip tim
manh ma nhiing triéu chiing nay cé thé géy ngét.

Insulin va thudc gidm glucose huyét dudng udng:

Ting dudng huyét c6 thé xdy ra, va c6 thé yéu cdu diéu chinh liu clia thudc trj déi thdo dudng.
Céc triéu chiing clia ha dudng huyét (nhip tim nhanh) c6 thé bi che 1dp bdi cc thudc chen beta.
Thuéc chen than kinh cd nhu tubocurarin:

Su (ic ch& thdn kinh co dugc kéo dai bdi cdc thudc chen beta.

Thudc kich thich thu thé beta-2

Banh nhan cdn dung thudc kich thich beta khdng nén dung sotalol. Tuy nhién, néu diéu tri dong
thoi 1a cdn thiét, co thé udng thudc kich thich beta véi liéu ting I&n.

Tuwong tac thudc/phong thi nghiém:

Su hién dién clia sotalol trong nuéc tiéu ¢6 thé dan dén xéc dinh sai ndng do clia metanephrin
nidu khi do bing phuong phép trdc quang. B&nh nhadn nghi ngd u t€ bao ua crom va nhitng nguoi
dugc diéu tri bling sotalol nén diing phuong phép chiét pha rdn k&t hop véi sdc ky 16ng hiéu néng
cao dé kiém tra nudc tiéu.
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8. TAC DUNG KHONG MONG MUON:

" Céc téc dung khong mong mudn thutng gdp nhat clia sotalol phat sinh tif dic tinh chen beta ciia
no. Cac tac dung khdng mong mudn thudng thodng qua va hi€m khi phai gidn doan diéu tri hoic
ngung diéu tri. Néu xy ra, ching thudng bign m4t khi gidm liu. Tuy nhién, c4c tdc dung khdng
mong mudn quan trong nhat la gay loan nhip bao gdm xodn dinh.

Da: Phéat ban

Tiéu hda: Budn ndn / ndn, tidu chay, kho tiéu, dau bung, ddy hoi

Ca xuong: Chudt rat

Thén kinh / tam than: M&t mdi, chong mt, suy nhugc, chodng vang, nhiic diu, réi loan gidc nal,
trdm cam, di cam, thay déi tdm trang, lo ldng

Tiét niéu sinh dyc: RGi loan chiic ning tinh duc

Gidc quan: RGi loan thj gidc, rdi loan vi gidc, rdi loan thinh gidc

Toan than: S6t

Trong cédc thit nghiém cla bénh nhdn bi roi loan nhip tim, céc tac dung khong mong mudn

-
thuding gdp nhdt din dén ngung sotalol 1A mét mdi 4%, nhip tim chdm (< 50 nhip/phdt) 3%, kho
thd 3%, gdy loan nhip 2%, suy nhugc 2%, va chong mit 2%.
9. QUA LIEU VA XU TRi: -
Triéu ching: Qua liéu sotalol do vo tinh hay ¢6 v rdt hi€ém khi gay if vong. Lam thd&m tach mau
sé gilip giam nhanh ndng dd sotalol trong huyét tuong. :c;
Cdc d&u higu thudng gdp khi bi qua ligu gém: Cham nhip tim, suy tim sung huyét, ha huyét &p, f)
hen ph& quan, ha dudng huyét. g/
Trudng hop qua liéu do ¢d v (2 d&n 16 g), thutng cd nhiing triéu ching sau: Ha huyét &p, chajcn’
nhip tim, kéo dai khodng QT, ngoai tdm thu, nhip nhanh that, xodn dinh.
Cdch xit tri:
Trong trudng hop qua liéu, phai ngung dung thudc sotalol va bénh nhan nén dugc theo dai chdt
~ ché.

- Nhip tim cham hodc suy tdm thu: Atropin, mdt thudc khang cholinergic khac, mdt thudc kic
thich beta-adrenergic hodc tao nhip tim qua tinh mach.

- Bloc nhi that do 2 va dd 3: Diéu tri bing céch tao nhip tim qua tinh mach.

- Ha huy&t ap (phu thudc vao nhiing yéu t6 két hgp): Isoproterenol hodc norepinephrin.
- Co thit ph& quan: Aminophylin hodc thugc kich thich thy thé beta2 6 dang khi dung.

- Xodn dinh: Piéu tri bdng sdc dién bén ngoal d|éu tri béing cédch tao nhip tim qua finh mach
va/hodc magnesi sulphat. ,

10. CAC DAU HIEU CAN LUU Y VA KHUYﬁN Cﬂﬂ
Khong ding qué liéu chi dinh. | R

TUQ CUC TRUONG
PTRUDNG PHONG
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