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Spinolac 25 mg

Vién nén
Thube nay chi ding theo don thube.
Khong diing qud liéu chi djnh.
'Ishlﬁuﬂ qui han ding ghi trén bao bi,
xa tay tré em.
Doc k§ hudmg din sir dyng trwde khi ding.

Théng bho ngay cho bic s§ hofe dwge 5§ nhimg thc dyng khing
mr; dl khi sir ubc.
Ni d-lltl-l .mu:mﬂan.

THANH PHAN

- Hogt chilt: Spironolacton 25 mg.

- T duge: Tinh bit ngd, calei hydrophosphat dibydrat, Povidon K30,
natri lauryl sulphat, natri croscarmellose, silic dioxyd keo khan,
magnesi stearat.

MOTASANPHAM \ :

Vién nén tron, mau triing, hai m§t phang, mot mit c6 khic rinh ngang,
canh vi thinh vién lanh [3n. Viénco thé bé duge.

CHIDINH

- Phido suy tim sung huyét,

= Suy tim ndng (4§ 111 - IV, theo phén logi Hi¢p Hi tim mach Hoa Ky).
- Xogan cbtrutmg vi phis.

- Hpichimg thin hu.

. thnddnvidi&uniﬂngaldmﬁonﬁhpﬂifwcwnaCm).
- Diéutrj hd trg trong tiing huyét &p khing trj.

LIEU LUQNG VA CACHDUNG

Liéu lwgng
Nygieori lom: :

- Phic do suy tim huyés: Lidu khéi diu 100 mg/ngiy, ubng 1 lidu
duy nhét hay chia li .néﬂxédﬁnZS'ZOOmp‘nsiy,L.iLduyuinh
duge xdc dinh tiy timg bénh nhin. E

= Suy tim ndng (@5 I - I¥): Di¢u trj phbi hop v6i ché 44 didu trj chudn
nén bit dhu véi lidu 25 mglin/ngdy néu 4 kali trong huyét
tuong < 5 mEq/] vi ndag 80 creatinin S 2,5 mg/dL. Bénh nhin dung

véi lidu 25 mg/lin/ngity c6 thé liéuaéusomg/ﬂnfw. ).
mmmmmﬁoummmwﬂmli xﬁ‘

i:'mdfzsdchnw- e
- Xogan co truimg va phis; 100 mg/ngdy néuty 1 Na+/K+> 1; 200 -400
mg/ngy néu ty ¢ Na+/K+ < | Liéu duy tri nén duge xéc dinh tiry timg

bénhnhin.

- Hgi chimg thgn hw: Litu théng thuomg 100 - 200 mg/ngiy.
nsf“mm thc dong dén qué trinh bénh Iy co ban, chi ding
cac ligu phip dicu trj khic (nhu glucocorticoid) khong o6 higu qua.

- Tang huyét dp khdng trj- Khoi dhu vén lidu 25 mg/lin/ngdy. Cin xéc
dinh liéu thip nhit c6 hi¢u qua vA ting ddn dén 100 mg/ngay hodc hon,

- Chdn dodn vi diéu trj 1dng aldosteron tién phds: Spironolacton c6 thé
duge ding lim chin dodn ban ddu 8¢ cung cip bing chimg c6 co s vé
;hkg‘n;mmmwlniwnhhdmsmchédéln

2 K%thliéuhhsnmhmmghouu!;lmh.ﬁmmi
huyét vii cao &p dugc hi¢u chinh s2 cung cdp biing chimg c6 co so
hnydéchh@hctﬁnjuﬂnslldwwdénput

+ Ki : Li€u hang ngiy 14 400 mg trong 4 ngy. Néu kali

trong huy¢t thanh ting trong trinh ding spironolacton, nhung

gram khi ngimg diing spironolacton, mdt chin dodn c6 co s cia chimg
ing aldosteron tién

ting aldosteron bing

cfic qué irc, ¢6 thé chi dinh spironolacton véi cac
Bhlw-mmyngiydécl:ilbich:’phhmwlvﬁnhm

bénh nhin chua thich hop dé phiu 6 thé nolacton
Iiéunmnlﬂlcém::o

trong trj li¢u duy tri dii hon van duoe xéc
dinh trén timg bénh nhin.

Ngwri cao tudi:

Ché 49 didu trj nén bt ddu voi lidu thip nhit co thé, sau 36 ting din

lidu néu cin thiét aé dat hi¢u qui 18i da. Thin trong & nhimg bénh nhin
gdﬂn.mmw
ome
Lidu khoi diu | - 3 mg/kg/ngiy, chia nhidu lin. Lidu nén duge didu
C‘::i:::u:u&:mﬁcdodipﬁn;\immpcmbenhnm
[

- Dimg duimg wdng. Nén udng thubc cing voi thirc &n. Lidu > 100
mg/ngdy nén chia thinh nhiéu lidunho.

L thude loi tidu

= INOU QUST LR UG, UONE sau khi nhé ra. Néu thoi gian nhd ra
gdn véi thiri gian udng lidu tiép theo, bo qua lidu a8 quén va tiép tc
ﬁ;ns&ﬁmmmu&mhu&#wumm
lidu da quén

- Khong c6 yéucdu dic bigt vé xirly thudc sau khi sirdyng.

- Khong nén virt bo thude vio nube thii hay réc sinh host. Hoi y kién
duge s§ cach bo thude khong sit dyung nita. Nhimg bién phip niy s&
g16p bao vé mdi truomg. ’

CHONG CHIDINH

- Min cam véi spironolacton hoje voi bt ky thinh phin ndo cia thude.

- Suy thin niing (¢GFR < 30 mL/phiv/1,73m’), suy thin cp hay bénh
thin tién trién, dic bi¢t tdn thuong thin, tidu kho.

- Tang kali huyét (ndng 40 kali huyét thanh > § mmol/L).

- Gidm natri huyét,

- S&d\ud&qm&ivﬁm&ymﬂ:\dﬂﬁti&uﬁokﬂhcﬂ
phdm bd sung kali.

- Tré em suy thin trung binh dén niing

THANTRONG VA CANH BAO KHI DUNG THUOC

- Cdn bang dich va chdt dign gidi:

+ Tinh trang dich va chét dién gidi nén duge thudmg xuyén kiém sodt
trong thér gian didu trj véi spironolacton, djic biét & ngudi cao tudi,
MgnmﬁicémmgwyﬁwyMTmhﬁmwa

ra & nhimg bénh nhin suy thin hay dung nap kali qui mirc va ¢6 thé giy
nhip tim bit thuomg, c6 thé diin dén ti vong. Ngung sir dung Spinolac
25 mgnéu ciin thiét. :

+ Nhidm toan chuyén hoa kém ting cao clorid trong méu c6 thé hdi phyuc
mlmwﬁmﬂhy&ammmamth
nhiin xo gan ngay cd khichirc binh thudmg.

+ samwzsm&gwm%muhwmi.mu&m
ché enzym chuyén (ACE), khing viém khdng steroid, thubc ddi

thiip hay thude khéc, tinh trang gy ting kali
huyét, ché pham bé sung kali, ché 40 in gidu kali hay cac mudi kali, c6
thé din dén ting kali huyét trim trong.

- Ure: Tang ure huyét c6 thé hdi phyc d& duge béo cdo khi sir dung

spironolacton, djc bit dnhimg bénh nhin suy thin.

Téng kali huyét & bénh nhdn suy tim ndng: Ting kali huyét c6 thé giy

1z vong. Kali huyét thanh nén duoc theo ddi va kiém sodt chit ché &

nhimg bénh nhén suy mmmwmmm
gilt kali. Trinh ding nhimg ché phdm bd sung kali & bénh
nhin c6 ndng d9 kali huyét thanh > 3,5 mEq/L. Kiém tra kali huyét va
creatinin sau | tuin bit ddu diéu trj hay ting lidu, kiém tra hing thing
trong 3 thing diu, sau d6 4 ln/nim vA mdi 6 thing. Ngung didu trj
spironolacton néu ndng d4 kali huyét thanh > S mEq/mL hay creatinin
huyét thanh > 4 mg/dL.
- Tré em: Sir dyng thudc 1gi tiéu git: kali thin trong & tré em thng huyét
&p kém suy thiin nhg vi nguy cotng kali huyét.
SUDUNG THUOC CHO PHY NI MANG THAI VA CHO CON BU
Phy nir mang thai
Spironolacton vi cic chit chuyén héa o6 thé qua dwge nhau thai. Sir
dung Spinolac 25 mg & phy nir mang thai khi lgi ich hon hiin nguy co
¢6 thé xay ra véi me va thai nhi,
Phy nircho con bi
Chét chuyén hoa cia spironolacton duge tim thiy trong sita me.
Khong nén diing Spinolac 25 mg trong thén ky cho con b Néu cin
thiét phai si dung Spinolac 25 mg, nén ngumg cho con bi.
ANH HUONG CUATHUOC DOIVO1 CONG VIEC
«  Ngi ga v chong miit duge bio céo xudt hign & mdt sb bénh nhén. Cin
thiin trong khi 14i xe, vin hinh miy méc dén khi ddp img véi didu trj
ban du duge xic dinh.
TUONG TAC, TUONG KY CUATHUOC
Tuong tic cua thude
- Cac thude gay tang kali huyét, irimethoprim/sulfamethoxazol (co-
W;; sit dung ddng thiri véi spironolacton giy ting kali huyét

trong.
- Digoxin: Spironolacton 1im thng thoi gian bén thii cia digoxin.
mmammmmmmadﬁmhwm

vicéthé&ywctnwdinlglmn&',s digoxintr:ng tuong.
- Thudc chong ting huyét dp: gidm liéu khi sir thin véi
spmmuas&.ch&muehms&wﬁ trc ché

enzym chuyén lam gidm sén xudt aldosteron, khing nén sir dung
thurdmg xuyén v spironolacton, diic bi¢t & bénh nhin suy thin,

= Carbenoxolon: ghy gilt natri va ldm gidm hi¢u qua cia spironolacton.
Trénh sir dung ddng thér 2 thudc niy.
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« Thube khdng viém khémg steroid (aspirln, indomethacin, “Geid
mefenamic): c6 thé 1am gidm tic dyng bai tiét natri cla thude Igi tiéu
;ocguhhwmmthhﬁmmmlﬁﬁh

spironolacton.

- Noradrenalin: Spironolacton lim gidm dip img clia mach méu véi
noradrenalin. Clin thiin trong trong viée kiém sodt bénh nhdn bj giy mé
khi dang dugc diéu try biing spironolacton.

Antipyrin: Spironolacton Lim tang chuyén hoa ciia antipyrin.
&ch&gm:smwmmunwmmahmm
- Lithi: Céc lgi tiu lim giam 89 thanh thii & thin ca lithi, ting
nguy congd ddc lithi.

- Rugu, thubc an thin barbiturat, thudc mé: Ha huyét ip tr thé co thé

.

- mmm:wmwduﬂummwm
clorid trong méu, thuing lién quan dén ting kali huyét, a dwge béo
mow;&wumma&uwm

- Corticoid, ACTH: lam thng méit chilt dién gidi, d3c bigt gidm kali méu.

- Spironolacton gy tro ngai cho phuong phdp huynh quang cia
anﬂyz:mhnﬁuﬂmmmhlyhm

Tuong ky cia
Khong ap dung.

TAC DUNG KHONG MONG MUON
Tic dyng khong mong mudn phy thudc liéu vi thin gian didu tri.

Tic dyng khdng mong mudn duge phiin nhom theo tin sudt: rit thuimg

ﬂp(mnzunwmunwsm-zmo).uﬁp(mmos

ADR < 1/100), gip (1710.000 SADR < 1/1.000) va rit hiém giip
(ADR < 1/10.000).

- Tic dung khdng mong mudn thubmg gip nhit 14 ting kali huyét (9%),
rdi logn bé sinh sin bao gbm vi 1o & din dng (khi ding liéu thip hon

100 mg) nhung thudng hdi phyc sau didu tri.

- H¢ hodn mdu v bach huydt; Ting tidu chu, ting bach clu wa
wﬁ:.‘fnmdmmmcmuhm&:wm&nw).

- Hémiéndich: Eczema, qui min cdm (hiém gip).

- Khoiu: Ung thu vi (vt hiém gip).

- Ngitiét Tic dyng nam héa nhe, bao gdm chimg rim long (khéng rd thn
suilt),

- Chuyén hoa. dinh dhedmg: Ting kali huyét & bénh nhin suy thin ning
sir dyng ddng thér véi nhimg ché phim bd sung kali (it thuimg gip).
Hanatn (d3c biét khi két hop véi thude Igi tiéu thiazid); ting kali
huyét & bénh nhn suy thin ning, sit dung ddng thiri véi thudc irc ché
men chuyén hay kali clorid, ngudi cao tudi, bénh nhin ddi thio duimg
(thuwémg ghp). Nhidm toan (it ghp). Mit nuoc, rdi logn chuyén héa
porphyrin, ﬂumhryél(b&éu‘ le}.mﬂm‘ toan héa kém
thing cao clorid trong mau cé thé hdi phuc (khdag rd tin sudt).

- Tam thdn: Bbn chdn (it gip).

- Thdn kinh: Dau diu (rit thuimg glip). Suy nhuoc, hdn mé & bénh nhin
suy gan, dj cim mw).L:emmm&nup).Hum
chong mit, mit didu hoa (khong & :I,-iz

- Mach mau: Viém mach (rdt hiém). Ha 4p nhe (khong ro tin sult).

- Théu héa: Khé tidu, tiéu chiy (rit thudmg gip). Budn ndn, nd (thuimg

huyéttiéu hoa (rit hiém gip).

- Gan-mgt: Viém gan (rit hiém gip). ;

- Da- md dwdi da: Phit ban, miy day, ban 86, nim da, ngira, ngogi ban
(it g3p). Rung t6c, eczema, ban 86 hinh khuyén, chimg ting 1dng toc
(rit hiém giip). Hoi chimg Stevens-Johnson (SJS), hogi tir da nhidm
a6 (TEN), hdi chimg phat ban do thudc kém ting bach clu ua cosin vi
nhimg tri¢u chimg todn thin (DRESS) (khong ro tin sudt).

- Co xwomg va mé lién két: Co co, chudt rit (it gip). Lupus ban do hé
théng, nhuyén xwong (it gap).

- Thin, riét ni¢u: Ting creatinin huyét twong (it gip). Suy thin clp (rit

hiém gip).
- m:h'::h:(}iimdnhhn.rﬂi cuong duong, bét lyc, vii to & nam
; 16 logn tuyén via, vit mém, r6i logn kinh nguyét, giong trém ot
8p). Thay ddi djch tiét 4m dpo, gidm sinh lyc, mét
kinh, chiy méu 4m dao sau man kinh & ni gidi (thudimg gip).
- i, budn ngi (rkt thudmg gip). Khé chiu

e
o6 thh kidnglién quan din qui il clp.

Khong c6 thubc gidi ddc d3¢ hidu. Tridu chimg dugc cdi thign sau khi

logi thudc ra khoi co thé. Néu métnuoc va rdi logn cin bing chit di
gidi, didu tr trigu chimg vi hd trg, ¢6 thé bia nude va chilt dién gidi.
ting kali huyét, gidm tiéu thy kali, dung thude loi tiéu bai tiét kali, tiém
tinh mach glucose vén insulin hay cho udng nhya trao i ion.

DUQC LYCHQC

Phin logi duye I¥: Thudc loi tidu gitrkali, khing aldosteron.

MAIATC: COIDAOI. :

Coché thc dyng :

- Spironolacton I4 chét ddi khing mineralocorticoid, tic dyng qua viéc
irc ché canh tranh véi aldosteron vi céc mineralocorticoid khic, tic
dung chil yéu & dog luom xa, két qua 1 ting bii tiét natri va nudc.

Spironolacton lim gidm bii tiét cic ion kali, amoni (NH, ) va H', Tic
mmﬁhuqﬁx‘mmbm coché 6.
Spironolacton tac twong 85 chim, cin phii 2 - 3 ngiy

. bat
wummﬁaummwmmwz-sw
khi ngimg thudc. Vi vy khong ding spironolacton khi cin giy bai
ni¢unhanh.

- Spironolacton vi céc chit chuyén boa chinh céa né (7 alpha-
thiomethyl-spironolacton vi canrenon) déu ¢6 tic dyng khing
St i s

- Spironolacton lim gidm ca huyét dp tim thu va tim truong, tic dyng ha
huyét &p 1di da dat duge sau 2 tudn didu trj.

- Téc dung loi tidu duoe ting cudmg khi diing phdi hop véi cde thude lgi
mmmmmwmumh@w
thng ghucose nhu 48 xay ra khi dimg thudc Igi tiéu thiazid hiéu cao.
Tré em: Thiéu thong tin vé cac nghién ciru Llim sing cua spironolacton
trén tré em. Mt sd it thir nghiém dugc thye hién trén tré em, sir dung
spironolacton két hop vén khic, mdt sb it bénh nhin dugc danh
gid trong mdi thir nghiém v nhimg chi dinh khéc nhau dugc nghién
ctru. Khuyén cdo liéu cho d6i tugng bénh nhin dya trén kinh nghiém
lim sing va nhimg nghién ciru ca trong nhimg tai li¢u khoa hoc.

DUQC PONG HOC '

- Hip thu: Spironolacton duoc hlp thu qua dudmg tidu héa (khoang
70%). Sinh khi dung ting khi udng thudc ciing véi thirc &n. Sinh kha
dyng twomg d6i trén 90% so voi sinh khd dyng i
Mmpdye@yiegymtdwghbhn&&

- Phin bb: Spironolacton lién

(khodng 90%).

- Chuyén héa: Cic chit chuyén héa chinh ciia spironolacton 13 7
alpha-thiomethyl-spironolacton vi canrenon.

- Thii trir: Thai gian bin thii cia spironolacton khodng 1,5 gid, cia 7-

' khodng 9 - 12 gids va cia canrenon 10 - 35

£i0. Spironolacton va cic chit chuyén hoa dao thai chi yéu qua nudc
tidu, mdt phin qua mdt. Spironolacton va cic chit hoa c6 thé
qua dugc nhau thai, canrenon dupc bii tiét vilo sta me. Tic dyng &
thin cia | liéu don spironolacton dst ndng 40 dinh sau 7 gid vi thc
dyng duy tri trong it nhdt 24 gid.
Durge &jng hoc trén nhimg d8i neyng lim sing djc bigt
Tré em: Khong c6 dit lidu duge ddag hoc vé vide sir dung
& tré em. Khuyén cio lidu cho d6i tugng bénh nhin dya trén kinh
nghiém 14m sing vi nhitng nghién c(ru ca trong nhimg thi liéu khoa hoc.

QUY CACHPONG GOI )

- Hop02 vix 10 vién nén. VibimAl- PVC tring duc.

- Hp03 vix 10 viénnén. VibimAl- PVC tring duc.

- HopOS vix 10 vién nén. VibimAl- PVC triing dyc.

- Hop 10vix 10 viénnén. Vibim Al- PVC tring duc.

BAOQUAN
Noi kbd, dudi 30°C. Trénh dnh shng.

HANDUNG
36 thing (ké tirngiy sén xudt).
TIEU CHUAN CHAT LUQNG
Duge dién Mg (USP).

HASAN

Co s&r sdn xudt
CONG TY TNHH HASAN - DERMAPHARM
Puimg sb 2, KON Déng An, Binh Duong, Viét Nam



