Verospiron 25mg

VEROSPIRON®™

VEROSPIRON"® pismute

Spironolactone 25 mg

Hoép 1 vi x 20 vién nén

Cong dung ciia Thudc Verospiron 25mg

Chi dinh

Thubc Verospiron 25mg duoc chi dinh dung trong céc trudng hop sau:

Trong bénh cwong aldosterone tién phat:

Diéu tri ngén han truéc phau thuat. Néu nguoi bénh khong thé phau thuat hoic
tir chdi phau thuat, c6 thé diéu tri dai han.

Phu do cac nguyén nhan khac nhau:

Nén phdi hop spironolactone véi cac thude loi tiéu khac, han ché dung mudi
va nudc va phai nam nghi néu can.

Phu né kém theo suy tim sung huyét, néu ngudi bénh khong dap tng, hoic
khong dung nap véi cac liéu phap khac, hodc mudn cé tac dung hiép dong véi
cac thudce loi ticu khac.

Phu va/hodc co trudng kém theo xo gan.

Ho1 chung than hu, néu d3 diéu tri bénh géc hodc han ché dung nudc va mudi,
va da dung céac thudc loi tiéu khac ma khong dat hiéu qua mong mudn.



Tang huyét ap vé can:

Dung két hop voi cac thube chdng ting huyét ap khac, dic biét trong trudng
hop giam kali huyét.

Gidm kali huyét:

Néu khong thé ap dung duoc nhitng liéu phap khac.

Phong ngtra giam kali huyét & ngudi bénh diéu tri v6i digitalis, néu khong con
lua chon diéu tri nao khac.

Duwgc lue hoc

Spironolactone 13 mot chat doi khang canh tranh v6i aldosterone. Thubc tac
dong trén éng luon xa, (rc ché tac dong gitr nudc va Na+, tdc dong thai tru K+
cua aldosterone. N6 khong chi 1am tdng su thai trr Na+ va lam gidm thai tru

K+ ma con trc ché bai tiét H+ vao nude tiéu. Két qua cua tac dong loi tiéu dan
dén tac dong ha huyét ap.

Duwoc dong hoc

Hap thu

Sy hip thu spironolactone tir dng tiéu héa nhanh va manh.

Phdn bo

Thudc gin két manh vao protein huyét tuong (khoang 90%).

Chuyén hoa, thai trir

Spironolaclone duoc chuyén hoéa nhanh. Cac chat chuyén hoa c6 hoat tinh
duge 1y 13 7o — thiomethylspironolaclone va canrenone. Cac chat chuyén hoa
nay chil yéu dugc bai tiét vao nudc tiéu, mot lugng nho vao phan.
Spironolactone va cac chit chuyén hoa vuot qua duoc hang rao nhau thai, va
cling dugc tiét vao sita me.

Cach ding Thudc Verospiron 25mg

Cach dung

Duing spironolactone bang dudng udng véi nudc loc, nén udng cing thoi diém
mdi ngay.

Liéu diing

Cuong aldosterone:

Dung trude phau thuat, liéu mdi ngay tir 100 — 400 mg.

Néu nguoi bénh khong thich hop cho phau thuét, thi tién hanh diéu tri duy tri
dai ngay voi lidu tdi thiéu co hiéu qua dugc xac dinh cho timg ngudi bénh.
Trong trudng hop nay, giam liéu khoi ddu sau mdi 14 ngay cho dén khi dat
lidu t6i thiéu c6 hiéu qua. Néu diéu tri 1au dai, tét nhat 1a ding két hop véi cac
thudc loi tiéu khac dé giam cac tac dung khong mong mudn.

Phu (suy tim sung huyét, xo gan, hoi chimg than hu):

Nguoi 16n: Liéu khoi dau thong thudong 1a 100 mg/ngdy, chia lam hai lan,
nhung c6 thé thay doi tir 25 — 200 mg/ngay.



Pé c6 liéu cao hon, nén dung két hgp Verospiron véi mot thude lgi tiéu khac,
t6t nhat 13 v6i thude loi tiéu co tac dung & 6ng luon gan. Nhu thé, c6 thé giir
nguyén liéu Verospiron.

Tré em: 3,0 mg/kg thé trong/ngdy, chia 1am hai 1an, hodc udng 1am mét lan.
Tang huyét ap:

Liéu khoi dau 1a 50 — 100 mg/ngdy, chia 1am hai 1an, két hop véi cac thude
chdng ting huyét ap khac. Piéu tri Verospiron lién tuc it nhat trong 2 tuan, boi
vi hiéu qua chéng ting huyét ap toi da chi co thé dat dugc sau 2 tuan diéu tri.

Sau d6 diéu chinh liéu theo timg ca thé.

Giam kali huyét:

25 — 100 mg/ngay, néu khong thé cung cdp K+ dugc bang dudng ubng hoic
khong thé dung duoc phuong phép gitr kali khéc.

Luu y: Liéu dung trén chi mang tinh chat tham khao. Liéu dung cu thé tuy
thudce vao thé trang va murc do dién tién cua bénh. Dé c6 lidu dung phu hop,
ban can tham khao ¥ kién bac si hodc chuyén vién y té.

Lam gi khi diung qua liéu?

Triéu ching: Budn ngu, rdi loan tdm than va cé nhimng thay do6i trong két qua
cac xét nghiém.

Diéu tri: Diéu tri triu ching, khéng c6 cac thube giai doc dac hiéu. Can duy
tri can béng dich — chét dién gidi, acid — base bé“mg céach st dung cac loai thude
loi tiéu thai kali, tiém glucose + insulin. Truong hop ning, can thidm phan loc
mau.

Lam gi khi quén 1 li¢u?

Néu quén dung mot lidu thude, hdy udng cang som cang tot khi nhd ra. Tuy
nhién, néu gan véi liéu ké tiép, hiy boé qua liéu da quén va udng licu ké tiép
vao thoi diém nhu ké hoach. Khong udng gip doi liéu da quy dinh.

Tac dung phu

Khi sir dung thude Verospiron 25mg, ban co6 thé gip cac tic dung khong
mong muén (ADR). Nhitng tac dung phu ndy thudng mat di khi ngung thude.
Dung Verospiron lau dai co thé giy ting kali huyét, giam natri huyét, nhiing
thay ddi vé thanh phén chat dién giai trong mau, ha huyét ap, mém xuong,
chtng vu to va bét lyc & nam gi6i khi diéu tri 1au dai, roi loan kinh nguyét,

ram 16ng toc & phu nit, cing tirc vi & phu nik, thay doi giong néi ¢ ca hai gioi.
Hiém khi bi ban sin hodc ban do, may day, da bién d6i giéng bénh lupus,
rung toc, r6i loan tiéu hoa (buén non, non, tiéu chdy, chdy mau da day, loét da
day, dau da day, viém gan), rdi loan hé than kinh trung wong (that diéu, budn
ngu, nhac dau).

Mat bach cau hat, giam s6 luong tiéu cau va tang bach cdu wa eosin & bénh
nhan bi xo gan.



Thong bao cho bac si nhing tac dung khong mong mubn gip phai khi sir dung

thude.
Huéng dain cdch xir tri ADR

Khi gip tac dung phu cta thudc, can ngung sir dung va thong bao cho béc si

hoic dén co so y té gan nhat dé duogc xir tri kip thoi.

Tai

liéu tham khao:

T& hudng dan st dung thude
Duoc Thu Quéc Gia Viét Nam

T

HUGNG DAN SU DUNG THUSC

VE ROSPIR°N®25 mg, vién nén.

Thudc nay chi ding theo don cia béc sy.
Doc ky husng dén st dyng trusc khi dung.
N&u cén thém théng tin xin héi y kién béc sy.
D& xa tém tay tré em

TEN SAN PHAM
VEROSPIRON® 25 mg, vién nén.

TEN HOAT CHAT VA HAM LUONG
Mi vien nén chia 25 mg spironolacione la hoat chét
chinh

CAC THANH PHAN KHAC
Colloidal silicon - dioxide
starch, laciose.

magnesium stearate, tale,

DANG BAO CHE CUA THUSC

Viéen nén

MO TA SAN PHAM
Vién nén trdn, det, ria xién géc, gén nhu tréng, mui dac
tring giéng mui luu huynh, c6 khdic cht VEROSPIRON

frén mot mat.

QUY CACH BPONG GOI
Hop 1 vinhém // nhya PVC trong x 2Q viénnén

CACBAC TINH DUQC LUC HOC

Ma ATC: CO3D AO1

Spironolactone & mot chat dsi khdng canh tranh véi
aldosterone. Thusc tdc dong trén 8ng luon xa, Gc ché
téc dong giv nusc va Na*, tdc dong théi i Kt cia
aldosterone. N& khéng ch lam teing sy thai tris Nat, Cl
va lam gidm thai tr K* ma con e ché bai figt H* vao
nudc tigu. K&t qud cla tac dong loi ti€u dén dén tac dong
ha huyét ap

CAC DAC TINH DUGC BONG HOC

Sy hdp thu spironolactone ti ng tiéu héa nhanh va
manh. Thusc gén k&t manh vao protein huyét tuong
(khodng 90%).

Spironolactone dugc chuy&n héa nhanh. Cac chétchuygn
hod c6 hoat tinh dugc Iy la 7orthiomethylspironolactone
va canrenone. Céc chdt chuy&n héa nay chd y&u dugc
bai tigt vaio nudc tigu, mot luong nhd vao phan.
Spironolactone va cdc chét chuy&n hda vust qua dusc
hang rao nhau thai, va ciing dudc tigt vao stia me.

CHIDINH

Trong bénh cusng aldosterone fign phat: Didu i ngén
han truéc phau thuat. N&u ngusi benh khong thé phéu
thuat hodic tif chi phdu thuat, c6 thé diéu fri daii han
Phi_do cdéc nguyén nhan khdc nhau: Nén phsi hop
spironolactone véi cdc thudc Ioi tigu khdc, han ché dung
mui vé nudc vér phéi ndim nghi néu cén.

Pht né kem theo suy tim sung huy&t, n&u ngusi benh
khéng dap ting, hodc khéng dung nap véi céc ligu phap
khac, hogic musn c6 t6c dung higp déng véi cac thude
Isi tigu khac.

Phis va/hodic c8 truéng kem theo xo gan

Héi chiing thén hu, néu da diéu tri banh g6c hodc han
ch& ding nuéc va musi, va da dung céc thusc Igi tigu
khac ma khong dat higu qué mong mudn

Tang huy&t dp vé cain, dung k&t hop véi cdc thudc chéng
tang huy&tdp khac, dac biét frong trudng hop gidm kali
huy&t.

Giam kali huyét, néu khong thé ap dung dusic nhiing ligu
phdp khac.

Phong ngtia gidm kali huy&t & ngusi benh digu ti vsi
digitalis, néu khéng con lya chon didu fri ndo khac.

CHONG CHI DINH

V& nieu, suy than cap, suy chiic ndng than ndng (t6c do
loc ciu than <10 ml/phot), tang kali huy&t, gidm natri
huy&t, mang thai, thsi ky cho con bo.

Qud man vsi bt ky thanh phéin ndio cla thusc.

LIEU DUNG VA CACH DUNG

Cudng aldosterone: Dung tisc phéu thuat
tv 100-400 mg.

liéu m&i ngay

hanh diéu frj duy ri daii ngay véi liéu 16i thigu co higu qua
dudc xdc dinh cho tling ngusi benh. Trong trudng hop
gidm liéu kh&i déu sau méi 14 ngay cho dé&n khi dat
thigu ¢4 hieu qua. Néu didu tri lau dai, 16t nhatt la
dung k&t hop véi cde thuc Ioi tigu khac d& gidm cdc tac
dung khéng mong mush.

Phi (suy tim sung huy&t, xa gan, héi chting than hu):
Ngusi [6n: Lidu khdi déu théng thudng la 100 mg/ngay,
chia lam hai I6n, nhung c6 th& thay d&i 1 25-200 mg/
ngay,

D& cé ligu cao hon, nén dung két hop Verospiron véi mot
thusc lgi figu khdc, t6t nhdt la véi thudc Igi figu co tac
dung & 8ng luon gdin. Nhu thg, cé thé& git nguyen lidu
Verospiron

Tré em: 3,0 mg/kg th& irong/ngay, chia lam hai lan,
hodic uSng lam mot Ian.

Taing huyét ép

Lidu khdi déu la 50-100 mg/ngay, chia lam hai lan,
ket hop véi cac thuse chéng tang huyét ap khac. Digu
tri Verospiron lign tyc it nhét trong 2 tuéin, bdi vi higu qué
chéng tang huyét ép 16i da chi c6 thé dat dugc sau 2
tudin didu fri.

Sau d¢ diéu chinh ligu theo tiing ca the.

25-100 mg/ngady, néu khéng th& cung cdp K* dugc
béng dusng udng hodc khéng the dung dugc phuong
phdp git kali khdc.

TUONG TAC THUSC

- salicylate (lam giém téc dung Igi tigu)

- cdc thudc Igi figu khdc (tang Ioi tigu).

— kali v&r cdc thusc Isi tigu gio kali khdc (nguy co tang
kali huyt).

~ thusc chéng taing huyét dp (ang tac dung ha huyét ép).

_Né&u.ngudi banh khang thich hop cho phdu thuat, thitign



~ thuSc chdng viem khong steroid NSAID (nguy co tang
kali huyét).

— thudc e ché enzyme chuyén angiotensin (nguy cd taing
kali huy&t).

— amoni clorid (nguy co toan huyét fang).

~ — fludrocortisone (tting théi tris kali mot cdch bt thiisng).

- digoxin (thai gian ban théi coa digitalis tang, nguy co
nhi&m déc digoxin tdng).

- mitofane (téc dung cba mitotane gidm).

— cde dan xudt coumarine [cdc tac dung cia nhiing dén
xudt nay gidim).

~ carbenoxolone {lam gidm higu qud clia carbenoxolone).
- neomycin (lam gidm hap thu spironolactone).

~ friptoreline, busereline, gonadoreline (cdc tac dung
cba nhing thusc nay fang).

CAC CANH BAO VA THAN TRONG

Trong truing hop suy than vé teing kali mdu, ¢6 i€ gdp su
taing uré mdu (muc BUN) thoding qua véi chiing foan fting
clo huygt do chuygn héa co the héi phuc.

Vithé, & ngudi benh ¢ r8iloan chic ndng gan, thanva &
ngusi cao fusi, cén phdi kigm tra thusng xuyén chdt dien
gidi trong huy&t thanh var chiic nang than.

Verospiron lam xdo tron su xac dinh digoxin trong, huy&t
thanh, corfisol va epinephrine trong huy&t tueng.

Mdc déu Verospiron khong téc dong tryc tiép [en chuyn
héa carbohydrate, nhung cing phdi diing thudc nay cdn
than & ngusi benh ddi théo dudng, dac bigt khi cé bign
ching than do ddi thdo dudng, Vi chiing téing kali huyét
6 thé xudt hien & nhiing ngusi bénh nay.

Trong khi digu tri, khéng dugc dung céc thic udng
cén.

O dang vat, khi dung lidu cao gdp nhigu lan lidutsi da
dung cho ngusi trong mét thei gian dai, ngusi ta.thdy
xudt hien cdc kh6i u va bénh bach cdu tly bao, vi vay
nén frdnh dung lau dai.

M8i vign nén Verospiron 25 mg chiia 146,0 mg lactose,
vivay nén cht ¥ & nhiing ngusi khong dung nap lactose.
N&u banh nhan bi banh di truyén higm gap khong dung
nap galactose, thi€u hut men Lapp lactase hogc kém hap
thu glucosegalactose, khong nén diing thudc nay.

Phu niy ¢6 thai, ngusi dang nuéi con béing stia me
Chéng chi dinh dung thusc vien Verospiron trong khi
dang mang thai hay dang nuéi con béng stia me. N&u
cén thigt phai dung Verospiron thi ngiing cho con bt stia
me va thay béing cdc thiic an khdc.

co

Kha nding léi xe va van hanh méy méc

Khi bét déu didu tri khong lai xe hay digu khign mdy méc
nguy higm trong mét khodng thi gian toy tiing fridng
hop, do b sTquyét dinh. 5 A

(R) GEDEON RICHTER

QUA LIEU VA CACH XU TRI

Tridu chding: buén ngg, 16i loan 1@m thdn va ¢ nhiing
thay d6i frong k&t qué cdic xét nghigm.

Diéu tri: didu iri trigu ching, khong cé cdc thudc gidi doc
dac higu. Can duy i cain béing dich-chdt dien gidi, acid-

_ base béing cach st dung cdc loai thusc loi i thai kali,

fiem glucose + insulin. Trusng hop naing, céin thdm phan
loc mdu.

TAC DUNG KHONG MONG MUGN y
Théng béo cho béc sy nhiing téc dung khéng mong
mudn gdp phai khi st dung thusc

Dung Verospiron lau dai cé the gay tang kali huyst, giam
natri huy&t, nhing thay dsi vé thanh phén chat dien gidi
frong mdu, ha huy&t ap, mém xuong, ching vo to va bat
lyc & nam gisi khi diéu tri lau dai, r6i loan kinh nguyat,
ram long té¢ & phu nd, cang tic vo & phu nd, thay d6i
giong néi & cd hai gidi.

Higm khi bi ban sdn hodc ban d8, may day, da bign
d6i ging benh lupus, rung téc, i loan fiéu héa (busn
nén, non, tiéu chdy, chay mau da day, loét da day, dau
da day, viem gan], r6i loan hé thén kinh trung uong (that
digu, budn ngd, nhic ddu).

MGt bach cdu hat, gidm s6 lugng ti€u cdu va téng bach
cdu ua eosin & benh nhan bi xo gan.

Nhing téc dung phy nay thusng mat di khi ngung thusc.

DIEU KIEN BAO QUAN
B&o quan dusi 30°C.

HAN DUNG CUA THUGC
3 naim k& ttf ngay sdn xudt.
Khéng dung thudc qué han st dung ghi trén bao bi.

TEN DIA CHI NHA SAN XUAT VA CHU SO HUU GIAY
PHEP DANG KY LUU HANH THU

Gedeon Richter Plc.

Gyomr6i it 19-21.

Budapest, 1103, Hungary

Tel. 36-1-431-4000

Fax. 3612612166
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