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TAC PONG CUA THUGC KHI LAl XE VA VAN HANH

MAY MOC:

Kinh nghiém cho thdy viéc diéu tri khong lam anh hudng kha

nang lai xe hay st dung mdy méc cia bénh nhan. Tuy nhién

moét s6 phan ung bat Igi nhu chong mat, dau dau, budn ngu

hiém gap nhung van cé thé xay ra; do dé c6 thé anh huéng

dén kha nang lai xe hay van hanh may méc. -

Théng bao cho Bac si nhimg tac dung khéng mong
muén gap phai khi su dung thuéc

TAC DUNG KHONG MONG MUON (ADR):
Bisoprolel fumarate (B) két hop Hydrschiersthiazide (HCT)
Lieu két hop bisoprolol fumarate/hydrochlorothiazide (HCT)
6,25mg dugc dung nap t6t 6 hau hét cac bénh nhan. Hau hét
céc tac dung phu (AES) déu nhe va thoang qua. Trong s6 hon
65.000 bénh nhan dugc diéu tri trén toan thé gidi véi bisopro-
lol fumarate, hiém gap xuét hién phan ung co that phé quan.
Ty I& ngung do AES tuong tu nhu ligu két hop bisoprolol fuma-
rate /HCT 6,25 mg va nhing bénh nhan dung gia duoc.
Tai Hoa Ky, c6 252 bénh nhan dugc cho dung cac liéu bisopr-
olol fumarate (2,5mg, 5mg, 10mg hodc 40mg) két hop véi HCT
6,25mg va c6 144 bénh nhan dung gid dugc trong hai thi
nghiém d6i chung. O nghién cau 1, lidu két hop bisoprolol
fumarate 5mg/HCT 6,25mg dugc cho dung trong 4 tuan. O
nghién cuu 2, cac lieu két hop bisoprolol fumarate 2.5 mg, 10
mg hodc 40 mg/HCT 6,25 mg dugc cho dung trong 12 tuan.
T4t ca cac tac dung bt lgi xay ra, co lién quan dén thudc hay
khoéng va céc tdc dung phu bét Igi xay ra 6 ciac bénh nhan
duoc diéu trj véi cac lidu bisoprolol fumarate 2,5mg -10mg/HCT
6,25mg dugc béo cdo so sanh véi thoi gian diéu tri 4 tuan cé
tan suét < 2% so vdi lidu bisoprolol fumarate/HCT 6,25 mg cla
cdc bénh nhan da duoc diéu tri (cong thém céac kinh nghiém
phan ung bét Igi) bao gbm:

Tim mack: Nhip tim cham / loan nhip tim / thi€u mau cuc b6

ngoai vi / dau nguc.

Hé ki Co that phé quan / ho / viém mi / nhiém trung dudng

h6 hap trén (URI, Upper Respiratory Infection or Common

cold).

Team thim Suy nhugc / mét méi / phu than kinh ngoai vi.

Hé thim kink trung wong: Chéng mat / dau dau.

Co xueng khip: Chuot rit co bap / dau co.

Tam thim: M4t ngui / budn ngti / mat ham mudn tinh duc/bét luc

Hé tiém héx: tiéu chay / budn non / réi loan tiéu héa. i
Nhting kinh nghiém bat lgi khac dugc bdo cao theo thanh
phan két hop duoc liét ke dudi day:
Bisoprolel fumarate:
Bisoprolol dugc dung nap t6t 6 phan I6n nguoi bénh. Phan I6n
céc tac dung khéng mong mudn 6 muc dé nhe va nhat thoi.
Ty 1& ngudi bénh phai ngung digu tri do cac tac dung khong
mong mudn 1a 3,3% ddi véi nguoi bénh dung bisoprolol va
6,8% ddi véi bénh nhan dung placebo.
Trong cac thi nghiém lam sang trén toan thé gidi hoac kinh
nghiém sau khi dua thudc ra thi trudng, mot loat cac tac dung
phu (Aes) khac, ngoai cac tac dung phu da dugc liét ké 6
trén, da dugc bao cédo. Trong khi & nhiéu truong hop liéu dé
c6 phai l1a méi quan hé nhan qua ton tai gitia bisoprolol va
nhiing AES hay khéng, nhung van dugc liét ké dé canh bao
cho béc si vé méi quan hé c6 thé co.
He than kinh trung uong: Dung khéng ving, choang vang,
chéng mat, nhic dau, ngdt xiu, di cam, giam cam giac
(hypoesthesia), tang cam giac (hyperesthesia), ri loan gidc
ngu, mat ngl, budn ng, tram cam, lo 1&ng / bdn chon.

»

Tai liéu thong tin cho cén bg y t&

Tim mach: Cham nhip tim, danh tréng nguc va rdi loan nhip
khac, tu chi lanh, dau con khéng déu (claudication), ha huyét
ap, ha huyét ap tu thé, dau nguc, suy tim sung huyét, kho thd
khi gang suc.

Budng tieu hoa: Dau da day / dau vung thuong vi / dau bung,
loét da day ta trang, viém da day, khé tiéu, budn nén, nén
mua, tiéu chay, tdo bén, khé miéng.

Co xuong khdp: Dau khdp, dau co bap / dau khdp, dau lung /
dau c6, chuét rit co bap, co giat/ run.

Da: Phat ban, mun tring cd, cham (eczema), bénh vdy nén,
kich ung da , ngua, ban xu&t huyét, dé bung mat, va mo hoi,
rung téc, viém da, viém da troc (rat hiém), viem mach da.
Gidc quan dac biét: Réi loan thi gidc, mat dau / han ap, chay nudc
mat bat thudng,  tai, giam thinh lyc, dau tai, vi giac bt thuong.
Trao déi chat: bénh gout.

Ho hdp: Hen suyén, co that phé quan, viém phé& quan, kho tho,
viém hong, viém mi, viém xoang, URI (nhiém trung duong ho6-
hép trén).

Sinh duc: Giam ham mudn tinh duc / bt lyc, bénh Peyronie réi
loan 6 duong vat rat hiém, viém bang quang, dau than tung
con (renal colic), tiéu nhigu.

Téng quat: Mét mai, suy nhugc, dau nguc, mét moi, phu, tang
can, phu mach.

Hydrochlorgthiazide -

Cac tac dung bt lgi kinh nghiém, ngoai nhiing tac dung dugc
liet ké & trén, da duoc bao cdo véi hydrochlorothiazide (théng
thuong vdi lieu 25mg hoac cao hon).

Téng quat: Suy yéu.

He than kinh trung uong: Chéng mat, di cam, bon chon.

Tim mach: Ha huyét ap tu thé (c6 thé tang do ding rugu, cac
loai thuéc an than hoéc cac chét gay nghién).

Budng tiéu hoa: Biéng an, kich thich da day, co thét, tdo bén,
vang da (intrahepatic, vang da U mat), viém tuy, viém tui mat,
viém tuyén nudc bot (sialadenitis), khé miéng.

Co xuong khdp: Co thét co bap.

Phan ung qua man: Ban xudt huyét, nhay cam vdi anh sang,
phéat ban, néi mé day, viem mach hoai ti (viém mach, viém
mach da), sét, suy hé hdp bao gom ca phu n&, viém phdi va
phu phéi, phan ung phan vé.

Gidc quan dac biet: Thoang mo mat, chung trong lua vang
(nhin hoa vang, xanthopsia).

Trao déi chat: Bénh gout.

Sinh duc: Réi loan chtic nang tinh duc, suy than, réi loan chtic
nang than,viém than ké.

Da: Ban d6 da dang bao gom héi chting Stevens-Johnson,
viém da tréc bao gdm hoai t biéu bi doc hai.

Cac hit thuing & phong thi nghi¢m:

Bisoprolol fumarate (B) ket hop Hydrechiersthiazile (HCT)

Do lieu lugng thdp clia hydrochlorothiazide trong két hop

bisoprolol fumarate + hydrochlorothiazide (HCT) nén céc tac™ |

dung phu vé trao déi chat ctia bisoprolol fumarate/HCT 6,25

mg it g@p hon va c6 tri nhé hon so véi HCT 25mg Da liéu/,

phong thi nghiém trén kali huyét thanh tu cac thl nghiém c
kiém soat véi gia dugc 6 My dugc thé hién trong bang sau day:

Da liéu kali huyét thanh tif cdc nghién ciu c6 kiém soét véi gia
dugc 6 My
Gia duoc?| B2.5/H BSH B10OH HCT
Kali 6.25mg 6.25mg |6.25mg 25mg?
(N=130°) | (N=28°) |(N=149°) | (N=28") |(N=142%)
Trung
binh thay
déic +0.04 +0.11 -0.08 0.00 -0.30%
(mEg/L)
Ha kali 0.0% 00% | 07% 0.0% 5.5%
mau?
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