Rx

Spinolac 25 mg

Thube nay chi ding theo don thube.
Khing diing thugc qué liéu chi dinh.
Khiing ditng thute quad han ding ghi trén bao bi.

Vién nén

x5 m tay tré em.

Boc k§ hrimg din sir dyng triede khi ding.

Théng béo ngay cho béc s{ holie dwge 5§ nhimg the dyng khing
ng muin gip phii khi sir dgng thudc.

Néu cdn thém thong tin xin héi ¥ kicn bic s5.

THANH PHAN

Hoat chilt: Spironolacton 25 mg.

Ti durgre: Tinh bt ngd, calei hydrophosphat dilbydrat, Povidon K30,
natri lauryl sulphat, natri croscarmellose, silic dioxyd keo khan,
magnesi stearat,

MOTASAN PHAM

C

Vién nén tron, mau tréing, hai mt phing, mét mds c6 khic rinh ngang,
cqnh vil thinh vién linh 15n. Vién o6 thé bé duge.

HiDINH

Phit do suy tim sung huyét.,

Suy tim ngng (44 111 - I'V, theo phin logi Hiép Hi tim mach Hoa Ky).
X gan ob tinndmg vi phi.

H{i chimg thin hir.

Chidin dodin vi didu trj ting aldosteron tién phdt (hii chimg Conn).
Didu trj hd trg trong ting huyétap khing trj.

LIEU LUQJNG VA CACHDUNG
Lidu lirgmg

Ngueed lem: o
Phit do suy tim sung huyér: Lidu khii diu 100 mg/ngay, wng 1 lidy
duy nhit hay m;ﬁu.m thé ding 25 - 200 mg/ngly. Litu dugf' tri nén
durge xéc dinh tiy timg bénh nhin.

Suy tim ndng (35 11 - IV): Didu trj phéi hop v&i ché 44 didu trj chudn
nén bit ddu véi lifu 25 melin/ngdy néu ndng 4§ kali trong huyét
twemg < 5 mEq/l vi ndng d§ creatinin < 2,5 mg/dL. Bénh nhiin dung

ngp i liéu 25 mg/lin/ngiy co thé Iif-udf-njﬂmg,l'ﬁl]}n%y.
nhiin khiéng dung nap vin ligu 25 v o6 the gidm lidu x ng
25 mg diing cach ngiy.

Xorgan 6 trucimg vé pleis: 100 mg/ngiy ntu ty 1§ Na+K+> 1; 200 - 400
mg/nghy néu ty I Na+/K+ < | Liduduy tri nén duge xdc dinh tiy timg
bénh nhin.

Hgi chumg thin hwe Liéu thong thwimg 100 - 200 mgingiy.
Spironolacton khéng tic ddng dén qud trinh bénh 1y co bin, chi ding
néu céc lifu phip diéu trj khic (nhur glucocorticoid) khdng o6 hifu qui_
Teng huyér dp khdng eri: Khin diu v lidu 25 mg/linngiy. Cin xic
dinh lidu thip nhét c6 hidu qua vA ting din dén 100 mg/ngay hodic hom.
Chdn dodn vi diéu irj 1dng aldosteran tién phds: Spironolacton c6 thé
dgc ding lam chéin dodn ban diu 38 cung cip bing chimg o6 co sér vi
chimg ting aldosteron tién phit khi bénh nhin dang trong ché d§ 4n
h]“;].‘ thuimg.

i ai han; Lidu hing ngiy 13 400 mg trong 3 - 4 tudn. Gidm kali
huyét vik cao huyet dp duge hifu chinh s& cung cip bing chimg o6 co sé
hay d& chin dodn chimg ting aldosteron tién phat. ;

i : Liéu hing ngiy li 400 mg trong 4 ngiy. Néu kali
trong huyet thanh ting trong sudt qui trinh ding spironolacton, nhimg
gidm khi ngimg diing spironolacton, mdt chin dodn ob co s eda chimg
tién phit nén duge xem xét.

: g I SR Rrdy

ol ein thecdy; Sau khi chitn dodn chimg ting aldosteron hing
cfie qud trinh kigm tra chinh thire, o6 thé chi djnh spironolacton v cic
liéu 100 - 400 mg/ngiry dé chudn bj cho phiu thust, Béi véi nhimg
bénh nhin cha thich hop dé phiiu thujt, c6 thé ding spironolacton
trong tri lidu duy tri dai hpn v lidu thép nhdt cb hidu qui duge xde
dinh trén timg bfnh nhdn,
Ngwdi cao udi:
Ché d didu trj nén bit dhu veri lidu thip nhit c6 thé, sau d6 ting din
liéu néu cin thiét 4& dat higu qui 18i da. Thiin trong & nhimg bénh nhén
suy thiin, suy gan njng.
Tiréf e
Lidu khai diu | - 3 mg/kg/nghy, chia nhiéu lin. Lidu nén duoe didu
chinh dyra trén mirc 43 dép img vAdung ngp cita bénh nhén.

Ciich ding

Dimng duimg uéng. Nén ubng thube cing véi thice &n. Lidy > 100
mg/ngdy nén chia thinh nhiéu lidunhé.

nhttps://trungtamtueG, oM.

sau khi nhd ra. Néu théi gian nho
gin vii ther gian udng liu tiép theo, bo qua lidu d3 quén vi tidp e
?Ef“ﬁ liéu ti¢p theo nhu thirdmg 18, Khing ubng liéu gip dbi dé bi cho
e dE quen.

Khong oo yéu chu dje bigt vé xirly thube sau khi sirdung.

Khéng nén virt bd thude vio mede thii hay rdc sinh hoat. Hai ¢ kién
dugc s§ cach bo thube khing si dung nita. Nhimg bign phip niy s&
ghip bilo v§ mdi trundm g, j

CHONG CHI BJNH

Min cim vii spironolacton hofie vai bilt ky thinh phinnéo ciia thude.
Suy thin nfing (eGFR < 30 mL/phit/1,73m’), suy thin cdp hay bénh
thin tign trién, d3c bigt tin thuong thin, tiéu kho,

BénhAddison. |

Téng kali huyét (ndmg di kali huye: thanh > 5 mmol/L).

(Gidm natri huyet. . .

Si_b,rgi dong thin vl eplerenon hay cic thude b tidu gilr kali, ché
phérn bb sung kali. .

Tré em suy thin trung binh dén nding.

THAN TRONG VA CANH BAO KHI DUNG THUOC

e

Cin béing dichvi chér dign gidi:

Tinh trang dich va chét dign gidi nén duge thdmg xuyén kifm sodt
trong thivi gian didu trj véi spironolacton, ddc biét & nguti cao tudi,
nhing ngudn eb kha ning suy gan, suy thin. Ting kali huyét c6 thé xiy
ra & nhimg bénh nhén suy thiin hay dung nap kali qud mirc va cé the gy
nhip tim bit thwémg, c6 thé din dén tr vong, Ngung sir dung Spinolac
25 mg néu cln thikt.

+ Nhigm toan chuyén hda kém ting cao clorid trong miu cé thé hdi phyc

thudmg lién quan dén ting kali buyét di duge bao cdo & mis sb bénh
nhin xo gan mat b, ngay cd khi ehirc ndng thin binh thuémg.
Sirdyng Spinolac 25 mg ddng théi voi thude bgi tidu gilr kali, thube e
ché enzym chuyén (ACE), thudc khing viém khéng steroid, thube dbi
khdng thy thé angiotensin 11, thudc khing aldosteron, heparin, heparin
khoi lrgng phin tir thip bay nhimg thube khéc, tinh trang gy ting kali
buyét, ché pham bé sung kali, ché 40 fin gidu kali hay cac mudi kali, c6
thé diin dén ting kali huyét trim trong.

Ure: Ting ure huydt 6 thé hbi phyc di duge bdo céo kbi sir dung
spironolacton, dic bigt dnhimg bénh nhén suy thiin. i
Teing kali huyét & bink mirin suy tim niing: Tang kali huyét c6 thé giy
tir vong. Kali huyét thanh nén dugc theo ddi va kiém soét chit ché &
nhimg bénh nhin suy tim ning dang dl'.mcg,}?irmhcmm Trinh diing
thude I tiu gitt kali. Trinh ding nhimg ché phim b sung kali & bénh
nhdn co nong 49 kali huyét thanh > 3,5 mEg/L. Kiém tra kali huyét vi
creatinin sau | tudn béit du diéu tr hay ting lidw, kiém tra hing thing
trong 3 thing diu, sau 36 4 lin/nidm vA méi 6 thing. Ngung ditu trj
spironolacton néu nbng 46 kali huyét thanh > § mEg/mL hay creatinin
huyétthanh>4mg/idl. _
Tré em: Sir dyng thude lgi tifu gitr kali thin trong & tré em ting huyé
dp kém suy thiin nhe vi nguy co tng kali huyeét,

SUDUNG THUOC CHO PHY NUT MANG THAI VA CHO CON BU
Phy nir mang thai

Spironolacton vi céc chit chuyén hoa o6 thé qua dwge nhaw thai. Sir
dyng Spinolac 25 mg & phy nif mang thai khi lgd ich hon hiin nguy co
cd thié xiy ra vii me v thai nhi,

Phy nir cho con bi

Chat chuyén héa cia spironolacton dwge tim thiy trong sira me.
Khong nén ding Spinolac 25 mg trong thén ki cho con bi. Néu cin
thict phai sir dyng Spinolac 25 mg, nén ngumg cho con bi.

ANH HUONG CUATHUGC POIVOTCONG VIEC

Nygii git vit chong mit dugc bio cdo xult hién & mit sb bénh nhin, Cin
thiin trong khi 14i xe, vin hinh miy méc dén khi dép tmg v diéu trj
ban diu dupe xéc djnh.

TUONGTAC, TUONG KY CUATHUOC
Twong tic cia thudie

Cide thude gy ting kali lneds, rimethoprim/sulfamethoxazol (co-
W}; sir dyng dong thid vii spironolacton gy ting kali huyét

frgng.
Digoxin: Spironolacton lam ting thiri gian bén thii cia digoxin.
Spironolacton di duge bio cdo lam ting nong 46 digoxin huyét neong
wi c thé giy cin trérdinh legmg ndng d§ digoxin trong huyét irong,
Thuoc chong tdng huyét dp: gidgm lidu khi sit dyng dong théi vén

spironolacton vi difu chinh ligu néu cin thiét. Vi cac thude iic chié

enzym chuyén lim gidm sin xudt aldosteron, khdng nén sir dyng
thurimg xuyén vin spironolecton, dic bift & bénh nhin suy thiin,
Carbenoxolon: giy gilt natri va lim gidm higu qué cia spironolacton.
Trinh sir dyng ddng théri 2 thudc niy.



ntt
Thute khdng viém khimg steroid {aspirin,
meferamic): ed thé lim gidm tic dyng bai tiét natri cia thude Igi tiéu
do ire ché tdng hop prostaglandin trong thiin, vi gidm tc dyng byi tidu
ciia spironolacion.
Noeradrenalin: Spironolacton lim gidm dip (mg cia mach miu v
noradrenalin. Cén thiin trong trong viée kidm sodt bénh nhdn b giy mé
khi dang dupe diéu trj biing spironolacton.
Antigyrin: Spironolacton lim ting chuyén hia clia antipyrin.
Char chong déng: Spironolacton lim gidm tic dyng chong dong cila
chite

ding.
Lithi: Chc mm lgi tiéu lam giim & thanh thii & thiin cda lithi, tng

gy cor ngdh dije lithi. ; ;
Ruer, thuec an thin barbiturat, thide mé: Ha huyét dp ur thé o6 thé
KAy i

Cholestyramin, amoni clorid: Nhigm toan chuyén hba kém ting cao
clorid tromg mdéu, theimg lién quan dén ting kali huyét, dii duge bio
clio & mit s6 bénh nhin dimg spironolacton ding thér cholestyramin,
armoni clorid.

Corticoid, ACTH: 1am ting mét chiit dign gidi, dcbiét gikm kali miu,
Spironolacton gly ind ngai cho phuong phip huynh quang cua
Mattingly xéc djnh nong 46 cortison trong huyet teong,

Twong ky cia thu
Khéng dpdung.
TAC DUNG KHONG MONG MUON
Tic dyng khéing mong mudn ph thiade liéu v thix g diéutri.
Téc dung khéng mong mudn duee phin nhém theo tin suit: rit thuimg

-

ghp (ADR = 1/10), thuémg gip (1/100 <ADR < 1/10), It glip (1/1.000 <
ADR < 1/100), hiém gip (1/10.000 < ADR < 1/1.000) v rit hiém gip
{ADR < 1/10.000).
Téc dyng khing mong mudn thuémg gip nhit 1 ting kali huyét (9%),
rbi logn bt sinh sén bao gdm wii to & din dng (khi ding lidu thip hom
100 mg) nhimg thudmg hdi phyc sau didu irj.
Hi rudn hoan medy v bach huwlt: Ting tidu clu, ting bach chu va
eosin, gidm bach ciu, bao pbm chimg mit bach cliu hyt (hidm gip).
H mién dich: Eczema, qud min cém (hiem gip).
Kchdi u: Ung thrvi (rdt hidm gikp).
Ngi riér: The dyng nam héanbe, bao ghm chimg rim 16ng (khong rd tin
SUdt).
Chiyén hoa, dink dhedmg: Tang kali huyét & bénh nhin suy thin ning
sir dyng ddng thén véi nhimg ché phiim bd sung kali (rit thdmg gap).
Ha natri huyﬁ[ﬂc biét khi két hop véi thude Igi tifu thiazid); ting kali
huyét & bénh nhin suy thin ning, sit dung ddng thiri viri thude irc ché
men chuyén hay kali clorid, nguwén cao twbi, bénh nhin 44i thio duimg
(thuémg gip). Nhifm toan (it gip). Mit nude, rbi logn chuyén hoa
porphyrin, tang ure huyét (hiém glp). Nhifm toan chu én hda kém
ting cao chorid trong méu o6 thé hdi phyc (khong rd tin suiit).
Teim thein: Bon chn (it gip).
Thein kinh: Biau déu (rit thutmg gip). Suy nhuge, hin mé & bénh nhin
suy gan, dj cam (theémg gip). Lift chi dudi (higm gip). Hoa mit,
chong mit, mat didy hoa (khing rb tin sud). v eyl
Mach mdu; Vigm mach (rét hiém). Ha huyét ip nhe (khing rd tin sut).
Théu hrdvar: Kho tidu, tiéu chiy (rit thudmg gip). Butn non, nda (thudmg
glip). Vigm - loét da day, xuft' huryét tidu hoa (rit hiém gip).
Gt - mit: Vit gan (it him gip).
Da - mé dieiri da: Phat ban, may day, ban 46, nim da, ngia, ngogi ban
(it gap). Rung toc, eczema, ban 46 hinh khuoyén, chimg ting long toc
(rit hiém gip). Hoi chimg Stevens-Johnson (51S), hogi tir da nhifm
dic (TEN), héi:hﬁngphﬁthunduﬂnﬁnkhntinﬁbﬁhduuﬂﬁn vi
nhimg trigu chimg toan thin (DRESS) (khing o thn sust).
Cor xeromg vi md lign két: Co co, chufit nit (it gip). Lupus ban 85 h§
théng, nhuyén xuong (it ghp).

riét nig: Ting creatinin huyét twong (it gip). Suy thin cip (rht
hi<m gip). : :
H¢ simfr zam; Gidm sinh lyge, rid cuong duomg, bt Iy, il to & nam
gidri; roi logn tuyén vii, vii mém, rbi logn kinh nguygt, giong trim o it
gidi (rit thuimg glp). Thay ddi dich tié im dpo, gidm sinh e, mit
kinsh, chay mdu &m dao sau mdn kinh & nir gioi (theimg glip).
Caic rai logn khdc: M@ méi, budn ngd (it thudmg gip). Kb chiju
(thuémg glip).

QUALIEUVACACH XU TRI
Trigu chimg

Budn ngi, bbn chdn, bube nin, nén, hoa mit, chéng mét, tiéu chiy. Ha
makri brydt hay ting kali buyét ¢4 the xdy ra, nhimg nhimg the dgng ny
cd thé khong lign quan dén qué lidu cip.

Ciich xir tri

Khing ct thude gidi déc dic hidu. Tridu chimg dwge cdi thidn saa khi

rs khii co the. Néu mdt nirde vi roi logn clin bing chit di
i, didu trj trigu chimg vil b trg, 66 thé b mude vi chit dign gidi. N
téng kali huyét, gidm tiéa thy kali, ding b tiu bai tiét kali, tiém
tinh mach glucose viéi insulin hay eho udng nhya trao ddi ion.
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DUGE LYCHOC

P

hiin logi dugre 1§z Thudc b tidu gitrkali, khing aldosteron.

MEATC: COGDADL. '

Cochi tic dyng

-

D

Spironolacton B chit ddi khing mineralocorticoid, tic dyng qua vide
trc ché cynh tranh v aldostercon vi cdc mineralocorticoid khic, tic
ch.mg:hﬂﬁut’rémg Imuhﬁqu& b tang bai tict natri vi mede.
Spironolacton lim gidm bai tiét cdc jon kali, amoni (NH, ) vi H', Tée
dymg lgri tifuva ching ting huyétdp déu quaco chéi!dl.

Spironolacton bat diu tic trong dbi chim, cin phai 2 - 3 ngay
méi dgt tic dyng 15i da vi thude gidm tic dung chim trong 2 - 3 ngay
khi ngimg thude. Vi viy khing ding spironolacton khi cin gy bii
nifu nhanh. :

Spironolacton vk cic chit chuyén héa chinh clia nd (7 alpha-
thiomethyl-spironolacton vA canrenon) déu b tic dung khing
mineraloconicaid.

Spironolacton lm gidm ci huyét dp tim thu va tim treong, the dyng hy
huyét dp 1i da dat duge sau 2 tudn didu trj.

Téc dyng li tidu duge ting cutmg khi ding phéi hop vai céc thubde i
tiéu thong thurimg, spironolacton khéng giy ting acid uric huyét hojc
Lingghu:mt_hu_\q!gi. nbur 42 xéiy ra khi dimg thude li tidu thiazid liéu cao.
Tré emn: Thicu thdng tin vé cic nghiln ciu Mm sing cla spironolacton
trén tré em. Mt 58 it thir nghiém dirge thyre hidn irén tré em, sir dyng
spironolacton két hgp v khic, mit 58 it bénh nhin dgc dank
gid trong mbi thir nghim va nhimg chi dinh khic nhau duge nghién
i, Khuyén cio liéu cho dbi nrgng bénh nhin dya rén kinh nghiém
liim sing vi nhimg nghién el ca mong nhimg 14i li{u khoa hoe.

UGC DPONG HQC
Hip thu: Spironolacton duge hdp th qua dudmg tidu hda (khodng
70%). Sinh khi dung ting khi udng thudc ciing vat thirc dn. Sinh kha
dung foomg ddi tén 90% so voi sinh khi dung cia dung dich
spironolacton trong polyethylen glycol, dang hip thu bt nhdt,
Phiin bi: Spironolacton lién k&t manh véi chc protein huyét tiwomg
(khodng 90%%), ¥
Chuyén héa: Cic chit chuydn héa chinh cla spironolacton 13 7
alpha-thiomethyl-spironolacton v canrenon.
Thid trir: Théi gian bén thad coa spironolacton khodng 1,5 gid, cia 7-
thiomethyl-spironolacton khodng 9 - 12 gidr v clo canrenon 10 - 35
gir. Spironolacton va céc chit chuyén hoa dio thai chis yéu qua e
tiéu, mit phin qua mdt. Spironolacton v cic chit chuyén héa co thé
qua duge nhau thai, canrenon diepe bdi tidt vio sia me. Téc dung &
thin ciia 1 lifu dom spironolacton dat ndng A& dinh saw 7 gidr vA tic
dyng duy tri trong it nhit 24 gid.
Dirge dfing hpe trén nhing 4ol ey lim sang &ic bigt
Tré em: Khong c6 dit lidu duge ddag hoc vé vike si dung spirenolacton
& mé em. Khuyén cio lidu cho di nromg bénh nhin dya trén kinh
nghifm lim sing v nhimg nghién cio ca trong nhimg thi ligu khoa hoe.

QUY CACH PONG GOI

Hp 02 vi x 10 vién nén. Vi bilm Al - PVC tring dyc.
Hép 03 vix 10 viénnén. VibimAl- PVC tring dyc.
Hip 05 vi x 10 vién nén. Vi bim Al- PVC tring dyc.
Hop 10vi x 10 vién nén. Vi bim Al-PVC tring duc.

BAOQUAN

Wi kh, dundi 30°C. Trinh dnh $ng.

HAN DUNG

T

366 thing (ké tir ngiy sén xudit).

IEU CHUAN CHATLUQONG
Dargre didn M3 (USP).

HASAN

Co sér san xuit
CONG TY TNHH HASAN - DERMAPHARM
Buimg s6 2, KCN Bng An, Binh Duong, Viét Nam




