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—— CACBACTINHDUGC BONG HOC

HUGNG DAN SU DUNG THUOC
®
sgﬁIRON

Rx-Thuéc nay chi ding theo don cia béc sy

Doc ky husng dan st dung trudc khi ding

N&u céin them théng fin xin héi ¥ kién bac sy

D& xa tém fay fré em

TEN SAN PHAM
VEROSPIRON®

HOAT CHAT VA HAM LUONG
M&i vign nang cing chiia 50 mg spiranolacton.

CAC THANH PHAN KHAC

Trong nang: Natri laurilsulfat, magnesi stearat, finh
bt ngd, lactose monohydrat.

V& nang: Vang Quinolin (E104), fitan diexid
[E171], gelatin.

DANG BAO CHE
Vién nang ciing

MO TA SAN PHAM

Phdn bén trong nang: hén hop hat irding min.
V& nang béng gelafin ciing, kich co 58 3.
Nép nang: méu vaing ma duc.

Than nang: méu Irding duc,

— OUY CACHDONG GO
Hop 3 vl x 10 vién nang cing

CACPACTINH DUGC LUC HOC

Ma ATC: CO3DAOI

Spiranolacton la mét chatdai khang canh franh
véi aldosteron. Thude t6e dang trén Sng than xa,
e ché 16 dong git nuse v Na”, tac dong thdi
K* clia aldosteron. N& khang chi lam tang sy thai
frif Na' , CI, lam gidm thai teif K* ma con tic ché
bai gt H' vao nudc igu. K&t qud clo tacdeng
|gi fiéu dain dén tac dong ha huyét ap.

Su héip thu spironolacton tif 8ng tigu héa nhanh

vér manh. Thugc gén k&t manh vao protein huyét
tucng [khodng 90%).

Spironolacton dugc chuyén héa nhanh, Céc chdt
chuy&n hod hogt dang 8 I6e dung dugc Iy lé 7o
thiomethylspironolacton vé canrenon. Mac di thai
gian ban thai cha spironolacton ngéin (1,3 gis), thei
gian ban thai cha cde chét chuygn héa hogt dong
ciia nd dai hon (thay d&i /2,8 dén 11,2 gis),
Cdc chat chuygn hoa nay chi y&u dudc bai figt véio
nuidc tigu, mot lugng nhé vélo phan. Spironclacion
v cde chdt chuyén héa qua duge hang rdo nhou
thai, v&i cling vaio dugc frong stia me.

Sau khi ding 100 mg spironolacton hdng ngay
irong 1.5 ngay cho nguditinh nguyén & hang.
thai khéng doi, thsi gian dat néng do dinh
trong huyét 1ong [tad, néng dé dinh trong huygt
teng (Caad va thdi gian bdn thdi [t 2] vdi
spironolacton ldn lugt la 2,6 gid,

80ng/ml va xdp ! 1,4 gids, V&i chat chuy@n hoa
7a- thiomethylspirenolacion va canrenon e &
3,2 gi¢ va 4,3 gi&s, Coac I 391 ng/mlva

181 ng/ml, vét ti 2l 13,8 gid va 16,5 gid.
Tac dong trén than cha mét liéu don spironolacton
dot dugc dinh sau 7 git vét hoat tinh ctia né kéo
dai frong it nhét frong 24 gids.

CHIBINH

Vien nang Verospiron la mét thusc |di figu o6 the
diing trong nusng hop tang huyét dp, digu irj ph
do banh tim, gan, than vé diéu tri banh cuging
aldosteron nguyén phét (& finh frang cé qud nhigu
hormen aldasteron trong ¢ the}, digu tri thigu

Kali v phéng ngtia thigu kali & bénh nhéan ding
digitalis khi-edc bign phap khac duge xem la—
khang du higu qué hoae khang phu hop.

CHONG CHI BINH

Khéng ding vién nang Verospiron trong céc
truding haolp sau:

— Qud mén (di dng] véi spironolacton hoae bat ky
théinh phén ndo cia thude,

- V& nigu,

— Suy than cdp,

— Suy than nang, chiic nding loc cdu than

<10 ml/phat,

— Suy fim néing,

— N&u k&t qua clia mdt vai xét nghiem nhdt dinh
khéng néim trong gidi han binh thugng (mic kali
cao, mdc natri thap),

— Suy thuging than [banh Addison),

- Bang ¢6 thai hodic nui con béing stia me.

LEU DUNG VA CACH DUNG

Nai chung, ligu hang ngay clia Verospiron duge
ding ngéry mét idin hodic chia lam 2 [&n, ding
thusic sau biia an. Khuyén cdo nén dung ligu hang
ngdy hotic lidu déu fign 1rong ngdy véio bué” i sang.

Dung héu u5ng 100-400 mg mai ngdy de chuffn
bi cha phdu thuat. Nhiing bénh nhan khang thich
hap vai phau thuat, cé the digu ki dai han véi
spironolacton & lidu 18 thigu co higu qua dude xdc
dinh cha ting nguéi bénh. Trusing hop nay, co

the giam ligu khai dédu sau méi 14 ngay cho dén
khi dat dudc ligu 8i thigu cé higu qud. Trong didu
tri dai han, nén dung k&t hop Verospiron véi cdc
thusc Igi tigu khac dé gidm thigu cde tée dung
khéng mong musn.

s . ne r

Ngudi I6n; ligu khéi déu thang thusing la 100 mg
{25-200 mg, ding 1 lén hodc chia lam 2 lén.
Khi esn dat higu qud cao han, c6 thé ket hop véi
mét thudc Igi figu khdc cd téc dong frén ng lugn
gdn. Trong truging hop néry nén Ihuy dﬁl |=éu clo

—Verospiron.

N&utile Na' /K’ nigu trén 1,0, liéu khdi dau
hang ngay va lidu 161 da hang ngay la 100 mg.
N&u & nay nhé hon 1,0, liéu khai ddu hang
ngay la 200 mg, ligu 16i da la 400 mg/ngay.
Xac dinh liéu duy i che ting trudng hap cu thé.

Ta t an:

Ligu khéi déu la 50-100 mg/ngéy, ding

1 lan hotic chia lam hai lan, dung phsi hop véi
cdic thudc chéng tang huyét ap khdac. Didu tri
Verospiron lign tue 1t nhdt frong 2 tuén, bdi vi higu
quéd chéing tang huyét ap 16i da chi co thé dat
duge sau 2 tudn diéu tr]. Sau dé, digu chinh ligu
tiry thea dap Ging cda ting banh nhan....

Ligu haing ngdy theng thuting tii 25:100 mg néu
khang the cung cdp K' duge béng duging uéing hote
khang the dung duge phucng phép git Kali khac.

Tréem:

Ligu khéi déiu hang ngay la 1,0-3,0 mg/kg the
frong ding liu don hode chia lam 2 lan. Nen
gidm liéu xusng tii 1-2 mg/kg th& Irang frong
iniging hgp diéu iri duy i hodc frong k&t hdp i
cde thude lgi figu khac.

& cao fudi:
Khuy&n céo nén bét déu didu in véi lidu thdp nhéit va
dinh ligng ligu tang l&n cho dén khi dat dude hizu
qud 18i da. Can than frong véi nhiing banh nhan
dang bj suy gan hodc suy than vl finh rang néry ¢6
the lim thay déi chuyén héa vér bai figt cia thudc
Néu quén udng vién nang Verospiron:
Khang dudc uéing gdp doi vaio ligu ké tigp vi
khang the bu lai cho liéu thuse da quén ma con
6 nguy co bi qud liéu. Tigp tuc usng thusc binh
thuing nhy da dugc hudng déan.
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Ngudi bénh phéi dugc khém va cén nhéc ky
truéic khi dung vién nang Verospiron trong céc
trudng hop sau:

— Bénh gan,

— Benh than,

- Mt can béng acid-base,

— B&nh nhé&ncao 1si.

Diéu i véi Verospiron c¢ thg dnh huding dén
xdc dinh néng do digoxin huyét thanh, néng do
corfisol var epinephrin huyt tudng.

Phy ni ¢6 thai, ngusi dang nudi con bang stia me:
Mang thai: Chéng ch dinh.
Nubi con bo: Chéng chi dinh. NE&u cén thiéf phéi
diing Verospiron, thi ngting cho con bt stia me vé
thay béing cde thiic an khdc.

Tac déng cia thudc lén kha néng lai xe va vdn
hanh méy mée

Trong thi gian ddu dung thudc, banh nhan khéng
dudc 1di xe, v& frénh lam nhiing cang vige nguy higm.
Sau dé, bac sT s& quyét dinh miic d6 gidi han hoat
déng cho tiing bénh nhan.

Khi diung chung vién nang Verospiron véi cac
loai thuc phéim v& dé véng:

Khéng uéng céc logi dé'udng cé cén trong khi
ding Verospiron, hodc trong thdi gian thuc van
con tac dung.

Théng tin quan trong khéc vé thanh phén coa
vién nang Verospiron:

M8i vien nang cé chia 1275 mg lactose
monohydrat, phéi lul y trong nidng hop ngusi
bénh khéng dung nap lactose.

TUONG TAC VOI THUGC VA CAC DANG
TUONG TAC KHAC

- Céc salicylat [gidm tac dung loi tigu);

— Cdc thusc loi tigu khdc (tang tac dung lgi tigu);
— Cdic thubc chéng tang huyét dp - déc bigt la cac
thudc phong b& hach [téng tac dung ha huyét &pl;
— Rugu, barbiturat hoge thude gay nghién (taing
tac dung ha huyst apl;

— Cac amin lam tang huygt ap nhu norepinephrin
[Verospiron lam gidm tac dung clia nhém nay);

~ Kali vis cée thudc Ioi tigu git' kall [tang nguy cd
tang kali huy&t);

— Cdc chat chng viem khéng steroid -NSAID
(t&ng nguy cd iaing kali huyét);

— Céc chét tc ch& men chuy&n angiotensin (tdng
nguy 6 tang kali huyél);

— Tacrolimus v& cyclosporin {fang nguy cd tang
kali huy&t);

— Glucocoriison (iang bai figt kali mét cach nghich
thusing;

— Digoxin (tang thai gian ban thai digoxin);

— Lithi taing nguy cc ngé dac lithil;

— Carbamazepin [tang nguy cd ha natri huy&t);

— Carbenoxolon (gidm higu qud clo
carbenoxolon);

— Amoni clotid, cholestyramin (iéng nguy co nhiém
acid);

— Déan xudt coumarin [gidim higu qud cda nhiing
chélt nay);

~ Triptorelin, buserelin, gonadorelin [tang higu
qué cba nhing chét nay);

~ Thoy d8i k&t qua xét nghiem: spironolacton cé
th& anh huding d&n phép dinh lugng mign dich
phéng xa digoxin.

QUA UIEU VA CACH XU TRI

Triu chiing: budn ngd, 8i loan 16m than va thay
déi frong k&t qud cdic xét nghigm. ;

N&u udng qud liéu do c8 y hogic do nhdm |an,
phdi théng bao cho bac st biét ngay lap tic hodic
dén phong cdp ciu cla motbénh vien gdn nhat
d& dudic chiia tri.

Diéu trj: Digu tri trigu ching, khong cothusc gidi
doc dic higu. Cén duy tri can bang nuéc-dign
gidi, can béing acid-base, dung thusc Igi figu

mat kali, truyén glucose + insulin finh mach, trong
fring hgp néng co thé phai lam thdm phén mau.

CAC TAC DUNG KHONG MONG MUGN
Théng béo cho béc sy nhiing tac dung khéng
mong mudn gdp phdi khi st dung thudc

R&t hay gaip (& ti & trén 1/10 bénh nhan): Tang
kali mdu (frong trisng hop suy than), loan nhip tim,
gidm ham muén tinh duc, r&i logn finh duc, ching
vii o & nam gidi, cang ngyc va fo nguc & nii
gidil, 16i loan ky kinh.

Hay gdp (& ti I& i 1/100 dén 1/10 bénh nhan):
faing kali mdu [& ngussi bi dai théo duging vei ngussi
cao 1u8i), buén nén, nén, gidm kha nang sinh
san.

it g&p (& ti 1 t 1/1000 dén 1/100 bénh nhan):
¢ 16n, ngdi g&, dau ddu, suy nhude, mét méi.
Hiém géip (& fi le t' 1/10.000 dén 1/1000 bénh
nhén): di dng [qud mén), gidm néng do nafri
mdu, mét nudc, 8i loan tao mdu (18 loan tao
haemoglobin|, viem da déay, loét, xuat huy&t da
day, dau bung, tigu chdy, dé da, phat ban.

Rét hiém (& ti l¢ 1/100.000 dén 1/10.000 bénh
nhén): r&i loan tao mdu (tang hodc gidm mét s6
thanh phén t& bao mau), ching ram léng & phy
nt, ligt cg, viem chh, dsi giong noi, viém gan,
rung I6ng 16¢, eczema, phdn ting da néng, bt
thudng frong fao xudng, suy than, thay déi k&t qua
xét nghigm gidm néng dé uré mdu).

Chua biét (khéng uéc tinh dugc i du ligu hign co):
mét can béng ocid-base, ha huygt ap khong
mong mudn.

Céc tac dung khéng mong musn xdy ra khi diing
vien nang Verospiron thuging nhe va hét sau khi
ngting thusc.

Néu ban thdy bt ky iéc dung ndo nding hon hoge
n&u ban bi i¢c dung khéng mong musn chua dudc
ligt ké trong hudng dén st dyng nay, hay bao cho
béc sy hodic dugc sy cha ban.

PIEU KIEN BAO QUAN
Bdo qudn nai khé réo, nhigt do dusi 30°C.

HAN DUNG
5 nam k& i ngay san xudt. Khéng ding thusic
qud han st dung ghi trén bao bi.

TEN VA BIA CHI NHA SAN XUAT

VA CHU $G HOU GIAY PHEP LUU HANH
THUSC

Gedeon Richter Plc.

Gyomr6i ot 19-21, Budapest, 1103, Hungary

Ngay xem xét lai 1 huéng dén st dyng:
04/02/2015



