CANH BAO VA THAN TRONG

Ngusi bénh w»% dugc khém vé cén nhdc ky
trugc khi ding vién nong Verospiren frong cdic
trubing hop sau:

- Benh gan,

~ Banh than,

— Mt céin béing ocidbase,

— Bénh nhan cao tudi.

Pidu i vai Verospiron ¢6 ihé anh hudng dén

xée dinh ndng do digoxin huy8tthanh, néng do
corfisol v epinephrin huyét luong.

Phy nii ¢6 thoi, ngudi dang nudi con bang siio me:
KQ:@ thai: Orona dinh.

uéi con bi: OTO:@ chi dinh. Ngu cdan thigt phdi
ch@ Verospiron, thi ngiing cho con bo slic me va
thay béing céc thic dn khdc.

Tée déng cda thudc len khé nang léi xe vé vdn
héwnh méy méc

Trong thai gian déu dung thusc, banh nhan khong
duc I xe, var tranh lam nhiing cong vige nguy higm
Sau dé, béc 57 s& quygt dinh mic do gidi han hoat
déng cho tiing benh nhan,

Khi dung chung vién nang Verospiron v6i céc
mog thye hy@% Ve Q.g cQ:@

g 6 cén trong khi
ding Verospiron, romo trong thdi gian thudc vén
con tdc dung.

Théng tin quan frong khéic vé thanh phén coa
vign nang Yerospiron:

Méi vien nang c¢d chiia 127,5 mg lactose
monohydrat, phdi luuy rong frudng hop ngusi
benh khang dung nap laclose.

TUONG TAC VOI THUOC VA CAC DANG
TUONG TAC KHAC
— Cdc salicylat [gidm tac dyng loi figul;
- Cac thusc Igi figu khac [iing iie dyng Ioi tigul;
— Cae thudc chdng tang huyét ép - déc bigt la cae
thusc phong b& hach {isng 1ac dung ha huyét apl;
— Rugu, barbiturat hodic thuse gay nghién [iting
e dung ha huyét apl;
— Céic amin lam tang huyét dp nhy norepinephrin
{Verospiron lam gidm ki dung coa nhém nay);
— Kali ver cac thude loi 1igu giv kali {iKing nguy co
1eing kali huyst);
— Cdc chdt chéng viem khong steroid NSAID
{t&ing nguy ¢ o:@ kali huyen;
- Céic chdt 6c chd me n orc«\mz angiofensin [iing
nguy cd idng kali | ;E
- Tocrolimus v r<Qom_oo:3 {)ing nguy co tang
kali huyat);
- Glucocortison {tang bai tigt kali mét cdch nghich
thusng);

— Digoxin {iting thai gian ban thai digoxini;

fiang nguy ¢ ngd déc lithi);

~ Carbamazepin (iing nguy cd ha natri huy&t);
- Carbenoxolon {gidm hiev qué cla
mo_.wm_JOxomolh

- Amoni clorid, cholestyramin (tdng nguy cd nhigm
QQ&\.
~ Dén xudt coumarin [gidm higu qud
chdt nayl;

buserelin, gonadorelin [iing higu
qud clan ung cheit neyl;

- Thay doi ket qud xét nghiém: spironolacion c6
the dnh | hudng dén phép dinh ligng mién dich
phéng xa digoxin.

(f) GEDEON RICHTER

QUA LIEU VA CACH XU TRI
Triéu chiing: buén ngt, 181 loan tam thdn ver thay
dai irong k& qué cdic xét nghiem.
N&u udng qud lidu do ¢8 ¥ hode do nhém lén,
ph&i théng bdio cho bac st bigt ngay lap tic hodc
dén phong cdp clu cha mot bénh vien gdn nhdt
d& dugc chua .
Diéu tri: Didu Iri ridu ching, khéng co thudc gidi
doc dac higu. Cén duy i cén béing nuscdien
gidi, can béing acid-base, dung thudc li tidu
mat kali, ruyén glucose + insulin finh mach, trong

:c@:@ Tow nédng ¢ the phdi lam thefm UTQ: mau.

CAC TAC DUNG KHONG MONG MUON
Théng béo cho béc sy nhiing téc dung khéng
mong muén gap t»%. khi st dyng thudc
Réthay gdip (1 1& trén 1/10 benh nhén): Teing
kali mau {irong trusng hop suy thain}, logn nhip tim,
gidm ham mudn finh duc, i loan finh dyc, ching
viiod :QB @6 8:@ 3©c,m vd o ngyc (8 nl

gl

IQV\ gdp (& A &nh nhéan):
icing kali Bgc Ao ngudi bi dgi thao dusng ver ngusi
cao G, budn non, non, gidm khé nang sinh
sén.

ft gap (& 1t 1 1/ 1/1000 d&n 1/100 bénh nhén]:
6 1an, ngl g&1, dau ddu, suy nhudc, met méi.
Higm @Qﬂ {31181 1/10.000 dén 1/1000 bénh
nhén}: di tng Eca mén}, gidm ndng dé natri

mdu, mdt nudc, réi ﬁoos tao mau {16 ]
romaomﬁoga viem da dery, loét, xudt huygt da
QS\ dau byng, tigu chdy, dé da, phat ban.

Rt higm A 16 1/100.000 dén 1/10.000 rmzr
3793” 131 loan tao mdu ?Q:@ hodc gidm mot s&
thainh phén # bao mau), ching ram long & phy
nd, liat co, viem mach, d&i giong ndi, viem gan
rng 1ong t6c, eczema, phdn tng da néing, bd
thugng frong tqo xudng, suy than, thay d&i ket qud
xét nghiem (gidm ndng do uré maul.

Chuio bigt {khéng udc tinh dugce iU di lidu hign cb):
mdt can bang acidbase, ha huyét dp khong
mong mudn.

Cdc tae dung khéng mong musn xdy ra khi ding
vien nang Verospiron thusng nhe va hét sau khi
ngling thusc

N&u ban thdy bdt ky idc dung ndo naing hon hodc
néu ban bi tac.dung khéng mong mudn chua duge
fiet ke trong huéng dén sU dung nery, hay bdo cho
baic sy hodc dugce sy coa ban.

PIEU KIEN BAO QUAN
RBdo quén noi khé rdo, nhigt da dusi 30°C.

HANDUNG
5 ndm k& 1 ngay sén xudt. Khong dung thuse
qud han s dung ghi frén bao bi.

TEN <> BIA CHi ZI> SAN XUAT

VA GIC SO HOU GIAY PHEP LUU HANH
ﬁICOﬁ

Gedeon Richter Ple.

Gyémidi 0t 1921, Budapest, 1103, Hungary

Ngdry xem xét lai 15 hudng dén st dung:
04/02/2015

RG &7

K-Y0907-1.2, 29291300

&




mumm

HUGNG DAN sU DUNG THUOC

' PIRON"®

Rx-Thuéc niry chi %SQ theo don cba béc sy

Poc ky husng dén st dung truéc khi dung

NE&u cén thém thong lin xin héi ¢ kign béc sy

D& xo tam fay iré em

TEN SAN PHAM
VEROSPIRON®

HOAT CHAT VA HAM LUONG

Méivién nang cting chiia 50 mg spironolacton,

CAC THANH PHAN KHAC

Trong nang: Natri laurilsulfat, magnesi stearat, finh
b&t ngs, lactose monohydrat.

V& nang: Vang Quinolin [E104], sitan dioxid
(171}, gelatin,

DANG BAO CHE

Vien nang cling

MO TA SAN PHAM

Phéin bén frong nang: hén hop hat rdng min.
V& nang béing gelatin cing, kich ¢5 56 3.
Né&p nang: méu veng mé duc.

Than nang: mau irdng duc.

QUY CACHDONG GOl
Hop 3 vix 10 vien nang cling

CAC BAC TINH DUOC LUC HOC

Ma ATC: CO3DAOT

Spironolacion | mét chdt dai khdng canh franh
vési aldosteren. Thusc idc dong trén Sng than xa,
Gc ché tac dong gith nude ver Na*, 16c dong thai
K+ cia aldosteron. N6 khong chi lam iing sy thdi
iy Na*, CI lam @ﬁg 1&_ tr K més con Gc ché
bari figt H* vao nudc figu. Ké Bc@ cla téc dong
o ti€u dén dén tae QOD@ ha huyst dp.

CAC DAC TINH DUGC DPONG HOC

Sy hép thu spironclacion 1 8ng fieu hoa nhanh

v& manh. Thude gén k&t manh véio profein huygt

fuong {khodng 90%).

m@:.o:o_oion dugc chuygn haa nhanh. Céc ora

chuy&n hod hogt dong co e dung dude iy

thiomethylspironclacion va canrenon. Méc o_c thei

gian bdn théi chia spironclacion ngdn (1,3 gids), the

gian ban théi cla cac chdi chuyén Too hoat déng

cha né dai hon ::9\ dsiw 2,8 Q 1,2 gis ,_v

Céce chdit chuyén hoa nay chi y& y&u Qc@ﬂ baitigtvao
han. Spironclacton

nudc tigu, modt
va cdic chef chuy&n héa qua duge haing rao nhau
thai, var cing varo dude frong siia me.

Sau khi dung 100 mg spironolacton hang ngay
trong 151 J@Qx cho ngudi finh :©c<®3 S trang
thai khang doi, thai gian dat néng do dinh
trong huyét tuong :gaw\ néng do dinh trong huyé
> i mv vai

_ 4 & 2,6 gig,

BOng/miver xdp x1 1,4 giss. V&i chdt chuygn hoa

osmﬁ.g_mb:o;owogo: Y& Canrenon tye o

3,2 gis var 4,3 gidy, Coexla 391 .C\:i VG
ng/ml, var o la 13,8 gis va 16,5 gis.

Tac dong trén than coa mot lisu don spironolacton

dat dugc dinh sau 7 gids vés hoat tinh cla nd kéo

déii frong i nhdt frong 24 gid
CHI DINH
Vien nang Yerospiron l& mot thusic g1 1igu co the

diing frong tridng haop tang huyét ép, didu i phu
do benh tim, gan, than v 9@: iri benh cusng

oldosteron nguyén phdt (ia finh :Q:@ cé qud Jr U
hormon aldosteron trong cd the v
Kali ver phosng ngia thigu kali &
igitalis khi cdc %: phdp khd
khang do 5

hieu qué hodc khang

CHONG CHIDINH

Khéng ding vién nang Yerospiron frong cdc
fruting hop sau:

- Qud mdn 3@\ v spironolacton hodc b
théinh phdn néio cha thude,

- Vo nigu,

Suy than cdp,

— Suy théin ndng, chic néng loc cdu than

<10 ml/phot,

= Suy fim ndng,

~ N&u k&t qué ciia motvai xét nghiem nhait dinh
khong néim trong gidi han binh thusng (moc kali
cao, mic natri thapl,

~ Suy thugng than (benh Addison),

- Dang ¢6 thai hodic nudi con béing stia me.

I

LEU DUNG VA CACH DUNG

Nei chung, ligu hang ngary chia Verospiron dugc

thusc sau bia an.
&u fién trong ngery vao budi sang.
Cubing dldosteron nguyén phét da dugc chéin doén:
Dung figu usng 100-400 mg méi ngdry d& chudn
bi cho ﬁrmc thuat. Nhiing banh nhan khong thich
hop vai phau thuat, 6 the digu iri dai han v
spironolocion 8 li8o 16 thisu 6 hieu qud duge xdc
dinh cho Ss@ 6:@ benh. ﬁa;.:@ hap nay, ¢é

i ddu sau mdi 14 ngay cho dén

khi dat dugc lidu 181 thigu o higu qud. Trong digu
irl dasi han, nén diing k&t hop Verospiron véi cdc
thusc Igi figu khdc de gidm thigu cde tée dung
khéng mong mudn

smamm

Phu (suy tim sung huyét, héi ching thén hul:
Nogudi lén: lisu khai dau }ojm %czjm la 100 mg
(25200 mg), dung 116 : ¢
Khi cén dot Zw: qué cao TQP 6 }m k&t hop vsi
mot thude loi figu khdc ¢ ide dong trén 8ng luon
gén. Trong frusng hop nay nén thay déi lig
Verospiron.

Xo gon kem theo 8 fruéng womn c}c :m

Ngu i1 le No™ /K nigu trén 1 8u khdi

heing ngery vt ligu 161 da ro:@ :@Q< fo oo mg.
N&u if fe nary nhé hon 1,0, ligu khai ddu hang
ngdry la 200 mg,
Xdc dinh |

cho tiing truding hop cy thé

wm:a huyét ép vb can:
§ 3 da _Q mog OO mg/ngdy, dung

cac thuse nyo:@ iing TEm_. dép khac. Bigu tr]
Verospiron lign tuc {f nhdt frong 2 fudin, @@ vi higu
qud chdng tang huyst ép 181 da chi co thé dat
dugc sau 2 tudn didu tri. Sau dé, diéu 07_1 lisu
iy theo ddp Ging clia ting bénh ‘nhan.

Gidm kali méu:

Ligu hang ngayy thong thusing 125100 mg néu
khong thé cung cdp K duge baing dusing uéing hotic
khong the ding duge phuong phap gitr Kali khae.

tidu khai dau hang ngay 1é 1,0-3,0 mg/kg the
&u don hodc chia lam 2 ldn. Nan
1-2 mg/kg the :03@ frong
irusng hap digu tri duy i hodc frong k&t hop voi
cdic thuse Igi figu khdc.

Ngusii cae tusi:

Khuyén cao nen bat dau digu
dinh EO_:@ ligu 1 ing len cho dé&n ‘AQ ch @c_od hizu
qués 181 da. Cén tham frong vai nhiing benh nhan
dong bj suy gan hodc suy than vi finh 53@ NGy O
ih8 lesm thay d&i chuyén hda ver bai figh chia thudc

Néeu quén ubng vién nang Verospiron

_A_Joj@ dugic uBng gdip doi vao ligu ke tigp vi
r & bu lai cho figu thuse da quén ma con
. ﬁ luc u8ng thudc binh

.b

el ligp
g rhu da duge husng d

&




