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LPD Title: Spironolacione

LPD Date: May 25, 2002
Country: Vietnam

Reference 1P dare: May 14, 2012

Rx

ALDACTONE™

CANH BAO DAC BIET:

Chi sir dung thuie niay theo don,

Boe k§ hwdng din sir dung trirde khi ding,

Khing diing qui litu di dwge chi djnh.

Hiy thiing bio cho bie si bict néu xay ra biit ki tic dyng ngogai ¥ nio.
Hiy tham khdo § Kién bic 57 dé cb thém thing tin.

Khing sir dyng I_hufrc a3 qud han ding.

Pé thudc ngodi tam vid cua tré em.

1.

4.2,

TEN SAN PHAM: Aldactone

THANH PHAN DINH TINH VA DINH LUONG g/;'

Mbi vién nén chira Spironolactone 25 mg o : \
DANG BAO CHE ‘% %§ r

Vién nén i 'i’

\ A
PAC TINH LAM SANG \%(a‘v.\fw
Chi dinh diéu tri

Spironolactone duge chi dinh trong nhiing tredng hop sau:

Cao huyét &p v ¢in

Diéu 1ri ngdn han bénh nhin c6 chimg ving aldosterone nguyén phit trudc khi phiu
thudt.

Suy tim sung huyét (ding don ddc hoje phéi hop véi ligu phap chus"i_.n}. 13ao gim suy
tim ndng (d§ 11-1V theo phin loai cha NYHA) lim ting khi ning song convi gidm
nguy co nhdp vién khi phdi hop véi didu ir] chuin, 5. )

Cic bénh ma khi dé chimg ting aldosterone thir phit ¢6 thé xuat hién, bao gdm xo gan
ké hop vai phit vivhode ¢b trudng, hii chimg than hu, v cic trang thii phd khic (don
dic hodie phoi hop vai ligu phip chuin),

Liéu phap hd trg khi ding thude lgi nigu gdy giam kali mau/ giam magié mau.

Thiét 13p chin dodn chimg ting aldosterone nguyén phit.

Kiém sodt chimg rim long. 1?/
Litu ding va phwong phap sir dyng

Ngubi Ién: Lidu ding hing ngay ¢b thé chia nhidu 14n hodic ubng mdt lan,

Cao huyét dp vo eln:

Aldactone-PT WN Fage ! of §
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LPD Title: Spironalacione

LPD Date: May 235, 2012
Country: Vietnam

Reference IP1 date: May 14, 2012

Lidu ding thong thuimg & ngudi 1m 12 50-100 mg/ngdy. DAi véi nhilng truimg hop
nang lidu diing c& thé tang dan, cich q:lﬁng 2 wan lén téi 200 |ng.fnga‘q,. Nén nep e
dlcu tri trong it nhit 2 tudn d& ddm bao ddp img di voi trj lidu. Nén didu chinh ligu khi
can thiet.

Suy tim sung huyét

Khuyén cdo lidu hang ngiy ban diu la 100mg Splmnohmone. c6 thé ditng mdt lan
h-n{!c chia 1am nhicu lan, tuy nhién klmzng liéu ¢é thé thay doi tir 25mg dén 200mg.
Licu duy tri duge xdc dinh thy thude vio 1wimg bénh nhan,

Trong suy tim naru;, duge phéi hep voi didu Iri chudn (logi 111 = IV thee NYI1A):

Dira trén nghién clu dinh gid Aldactone ngiu nhién (RALES), khi phéi hop vai ligu
phap didu tri chudn, Spnrono!aclonc nén duge ding vai licu khei dau I3 25mg, ngay mn
lin & bénh nhin 6 nong 4§ Kali trong miu = 5.0 mEg/L vi néng db creatining trong
mdu = 2.5 mg/dL. Nhimg bénh nhin ban diu dung ngp dugc 25mg ngdy mjt 1in, co the
duge chi dinh 1ng liéu lén 50mg ngay nu;ll lin. Doi véi nhlhg bénh nhin ban diu
khéng dung nap duge lidu 25mg ngé;, mét lin, cé thé gidm licu xudng 25mg cach ngay.
Xem phan 4.4, Canh bdo dic bi¢t va thin trong lrong sit dung: T.’mg Kali huyét & bénh
nhin suy tim ning dé cd ai khuyén trong theo di nong 4o kali va creatining trong mau,

Xo gan:

Néu ty 1& Na"/K” trong nude tiéu cao hon 1,0 thi lidu ding thd & ngudi lém 1a
100 mg/ngay. Néu ty 1¢ niy duéi 1,0 thi liéu ding than " j lom 1a 200-
400 mg/ngay. Nén xdc dinh lifu diing duy i véi g nhd

N &
H{i chimg thin b

Liéu ding Ihong thuémg & ngudi Ién 1a 100-200 m % B 1 khong tic
ding dén qud trinh bénh Iy co ban, chi ding néu cic ip dieu yri khong cd
hidu qua. iy

Phi & tré em:

Liéu khéi diu 12 3 mg/kg trong lugng co thé hang ngdy dugc chia thanh nhidu 1in. Nén
diu chinh lidu dya rén co s6 dip dmg vi dung nap thude. Khi cén, cd thé pha ché mat
hiin dich bing cach nghién vién nén Aldactone thanh bt cing vii giot glycerin vi
thém sird anh dio. Hon dich ndy cé thé on dinh trong mét thing khi bio quan trong W

lanh. _L

. . r
Giam kali huyet' giam magié huyéi:
25-100 mg mdi ngay c6 thé ¢o 1ae dyng dé didu tri cdc nromg hop ding thude 1gi nigu
gdy gidm kali huyét va'hode magié huyét, khi udng cic ngudn cung cip kali vihojc
magié duge cin nhic la khang thich hop.
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C 4.3,

4.4.

Chan dodin vi diéu tri ching ting aldosterone nguyén phir:

Spironolacione 6 thé duge dimg 13m chin dodn ban diu dé cung cip bing chimg c6
co 50 vé chimg tang aldosterone nguyén phat khi bénh nhin dang trong ché ¢ an binh
thudmg,

Kiém tra dai han: Lidu hing ngdy & nguoi Iém 1a 400 mg trong 3-4 win. Giam kali
huyét va cao huyét dp duge higu chinh s& cung cip bing chimg o co so hay dé chin
doin chimg ting aldosterone nguyén phat,

Kiém tra ngiin han: Liéu hang ngay & ngudi 16n 1 400 mg trong 4 ngay. Néu kali trong
huyét thanh tang trong suét qud trinh ding spironolactone, nhung gidm khi ngimg
diing spironolactone, mét chin dodn ¢d co sor ciia chimg ting aldosterone nguyén phil
nén duge xem xét.

Diéu tri ngdn han bénh nhin co chimg ting aldosterone nguyén phit trude khi phiu
thudt:

Sau khi chin doén chimg ting aldosterone bﬁ.ng cic qud trinh kiém tra cudi ciing, ¢
thé chi dinh spironolactone vdi cac liéu 100 = 400 mg hing ngay dé chudin b cho phiu
thuit, D& véi nhimg bénh nhin chua thich hop dé phiu thudt, c6 thé ding
spironolactone twrong trj li¢u duy i dai han vai lidu thép nhét ¢é hi¢u qua duge xac
dinh trén timg bénh nhin. e

Kiém sodt chimg rim léng:
1iéu thing thusdmg 13 100 - 200 mg/ngiy, 16t nhit la ¢

Chiing chi dinh

Chéng chi dlnh spironolactone & bénh nhan:

- Suy thin cdp tinh, ton thuong thin, vo niéu
- Bénh Addison

- Tang kali huyét

- Min cim vai spironolactone.

Canh bao vi thin trong dde bift khi sir dgmg

Ding dong thai spironolactone m:n cic thube lgi nigu giir kali, |huuc ire :hc ACE,
lhunc déi khang angiotensin 11, thude chin aldnsmrcmef hnac céc ngudn cung cap kali,
ché dj &n gidu kali, hodic cdc mué: chira kali, ¢ thé din i ting kali huyét nghiém
trong.

Aldactons-PT W Page J of ¥
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4.5,

Khuyén cdo dinh gid djnh ki cac chit dign gidi trong huyét thanh do kha nang tang kali
huyét, gidm natri huyét va ¢é thé ting BUN thodng qua. dic biét & ngudi cao tuoi
vi'hodc & bénh nhin cé tien sir suy chire ning thin hodc chirc niing gan.

Ngi ga va chong mt duge bio cdo xudt hign & mit s6 bénh nhan. Can thin trong khi
ldi xe hode viin hanh may cho 16i khi dap tng vai trf liéu ban dau duge xdc dinh.

Nhiém acid chuy&a‘s hoa ting clo huyét phye hi, thudng kit hop vai ting kali huyét,
duge bio cdo xuat hién & mit s6 bénh nhin xo gan mat bis, ngay ¢ khi chirc ndng thin
binh thuimg.

Tang Kali huyét & bénh nhan suy lim ning.

Tinh trang téng kali I:u:,'cl qua muc 6 thé din dén tr vong. Cin hét sic thin trong
trong viée theo dai va kiém sodt nong do kali hu:,c! & bénh nhan suy tim ning khi diéu
trj bang Spironolactone. Trdnh sir dung cée thuée lgi ticu gilr kali khac di kém. Trinh
sur dyng cac thue pham gidu kali o I:-;nh nhan co nong d6 kali huyét > 3.5 mEg/ L
hhuyen céo theo ddi nong d¢ kali va creatinin trong miu vao cic thii diém: 01 win
sau liéu khai ddu hodc sau khi mng liéu bplmno!actone hing thing trong 3 thing diu
diéu tri, hang quy trong | ndm diéu trj va sau do 13 méi siu |hang mét lin, Naing hodic
tam ngung diéu trj khi ndng dd kali huyét > 5 mEq/L hode khi nong dé creatinine trong
mau > 4 mg/dL (Xem phan 4.2. Liéu ding va phueng phap sir dung: Suy tim ning)

Tuong the vii cde thudic khéc vi cic dyng twong tic khac /

Vige st dyung ding thoi cde thude giy tang Kali huyét voi spiro
tinh trang |dﬂg kali huyét nghiém irong,
Téc dung cha Splmnoia{:lone cd thé ting khi dung {IOII!, thiri N

cdc thude chéng ting huydét dp khic, Cin giam liéu dingly
spnranolamcnc durgee thém vio ché d didu 1.

Splmnolactone lam giam ddp (ng cia mach mu dai \.-l.‘ﬂ n{)repl 1 bi¥ trong
can dugc tien hinh trong vige kiém sodt bénh nhdn bi gdy mé khi dang dugc diéu tr
bang spironolacione.

Béo cio cho thay Spironolactone lam t3ng thi gian ban thai cia digoxin.

Aspirin, indomethacin vd acid mefenamic 1am suy pgiam tic dung lpi nidu cia
spironolactone.
i

Spironolactene lam ting chuyén héa clia antipyrine. 4
Spironolactone c6 thé gay can t1ré dinh lugng nong 4o digoxin trong huyét wrong.

Nhigm acid chu;rcn héa ting kali huyét duge bido cio & nhimg bénh nhin ding
spironolactone dong thai vai amoni chlorid hodic cholestyramine.

Aldactone-Ff VN Page 4 of 9
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4.6,

Chi dinh déng thai spironolactone véi carbenoxolone ¢6 thé din 16i lam giam hiu qua
cua mét trong hai thuoee,

Sir dung cho phy nir ¢d thai va thid ky cho con bi

Spironolactone khing giy quii thai trén chudt. Tho khi ding spironolactone cho thiy
lam gidm ty 1§ thy thal. ting t¥ 1§ tiéu tan va sb 1dn sinh it hon. Khing thiy dc tinh
véi phdi & chudt cong duge chi dinly lidu cao, nhung chi han ché, liku l.iung lién quan
téi giam hormon tiét sifa vi giam trong luong i tinh vi tién liét & chudt due, va tang
tiét hormon 1o hodng thé va trong qung budng |nrng va tr cung duge bio cdo & chudt
cdi. Nir hoa b phin sinh duc ngodi phdi thai chudt edng die duge bdo cio trong mdt
nghién ciru khac.

Khéng ¢6 nghién ciru trén phy nit mang thai. Chi nén diing spironolactone trong thdi
gian mang thai néu lgi ich mang lai cho me virel trdi nguy co ¢6 hai cho phéi thai.

Canrenone, mit chat chu}un héa chinh va cé hoat tinh cia splronolactnnc xuat :En
trong sira mg. Do ¢ rat nhiéu thude da.roc bii t:él vio silia mg vi chua bigt téc dyng co
hai cia cac lhuoc niy 1én tre b me, can qu_n,'el dinh ngimg cho con bi hay ngimg
thude, tinh dén tim quan trong cia thudc déi vii me.

ol

L)

tha lai xe v vin
1

khi tr ligu bing

Anh hudmg trén kha ndng I4i xe v viin hanh
Chua ddnh gid ¢6 hé thang vé dnh hudng coa spi
hanh may méc.

Tic dyng khing mong mudn
Céc tic dung khang mong muédn dudi day duge b:
spironolactone.
Cic khoi u lanh tinh, dc tinh vi khong dic hiéu (bao gdm u nang va polyp): U vii lanh
tinh
Roi loan hé thing méu va bach huyét: giam bach cdu (bao gdm mét bach ciu hat),
giam ticu ciu,

Réi loan chuyl.n héa va dinh duding: Rdi loan dién glal. ting kali huyét
R&i loan tam thin: thay d8i kha ning tinh dyc, nhim Iin
Rm loan hé lhong Ihan kinh: Chéng mjt J‘r
Réi loan hé tiéu héa: rdi loan tiéu hoa, budn nén /}

Réi loan hé lh:mg gan mit: bt thudng chire niing gan
Rii loan da v md duai da: Ryng 16¢, rim long, ngira, phat ban, mé day.

Ro: loan co xuong, vi mé lién ket: Chuﬁil it chin
Réi logn thin v nigu quan: suy thiin cap
Réi loan hé sinh san va :uy-.n vit: dau vii, roi loan Kinh nguyét, hién tugng vit 10 & dan
ang*

Rdi loan 10an than va didu kién sir dung: suy nhuge.

Aldactone-PI VN Piga 5 of §
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4.9

* Hién tirgmg vii to & dan dng Ihlﬂtmg duge trdr 1ai binh thuomg khi dimg diéu 1
Spiéoml actone, mie dii trong mdt 6 rat it cde trdmg hop van con hién weomg ting
tuyen vii

Qui licu
Qua licu cép tinh co 1hé biéu hign qua budn nam, non, ué odi, roi |
hofic ban do, hofic tigu chay. €6 thé xudt hign mit cdn bips
Khong c6 thude gidi dde die higu. Cin ngimg ding spiron
kali (k& ca i eac ngudn thire n),

thén, ban sin

CAC PAC TINH DUQC LY HQC
Cie ddc tinh diwrge lire hoe

Co ché 1ac dung: Spironolactone [ chit ddi khang duge 1y da rone,
hoat déng chii yéu bang cach giin canh tranh vao céc receptor tai vi Tri (750 d6i Natri-
Kali phy thugic Aldosterone & ang luom xa. Spironolactone 1am ting thai Na v nudc,
it lai Kali. Do co ché nay nén Spironolactone vira ¢é 1ac dung lgi tidu, vira od tic
dung ha hu}el ap. Na ¢6 thé ding dan e hodc két hop vai cée thude loi tiéu khac tac
dyng o dng lu;m gin.

Huet ding dbi van aldosterone: Cic mire ting ciia mineralocorticoid, aldosterone, disge
thé hign trong tinh trang ting aldosterone nguyén phal v thir phat. Céc tinh trang phii
lién quan tdi hoi chimg aldesteron thir phit bao gom suy tim sung huyél, xo gan va hii
chung thin hu. Bing céch canh tranh gin voi cde vi tri trén receptor, Spironolactone
diéu 1 higu qua cac trigu chimg phit va r dich trong che tinh trang trén,
"iplmnulacmm: lam mat cie trigu chitng cua hdi chimg aldosteron thir phit do téc dung
I tidu Jam giam thé tich dich va thai natri .

Spiranolactone higu qua trong viée lam giam huyét ap tim thu va huyét dp tam truong
a nhfmg bénh nhén ¢6 ting aldosterone nguyén phat Thuoc ciing hiéu qua trong hiu
hét cac truémg hop cao huyét dp v can, mac di sur bai tiér aldosterone <6 thé rong
gidr han binh thudng o bénh cao huyét 4p vé cin lanh tinh.

Spironolactone khéng dicn hinh trong vie lim ting ndng d acid uric trong miu, trong
bénh gout ling cdn, hay trong bénh chuyén héa carbonhydrate bién dbi.

Suy lim ning: Nghlcn citu ddnh gid Aldactone ngu nhién (RALES) la mit nghién ciu
da quic gla dirgic 1ién lranh theo phuong phip min di, thue hién trén 1663 bénh nhin
voi phin sudl 1ong mdu 13 < 35% cd tien st suy tim 4§ 1V trong vong 6 thing vi suy
tim dd 11 1V cing thoi diém nghu nhién (theo phin loai cua Hiép hii tim m;u:h MNew
York - "\YHAJ Tiatca cﬁc bénh nhan déu phai sir dyng mt thude lgi tidu qu:n v mdt
thuée Gic ché ACE néu dung ngp dl.n:nc Loai trir nhﬂ'ng bénh nhan co némg 4o
creatinine ban diu >2.5 mg/dL hodc gin diy cd sy ting 25% vi nhimg bénh nhin cd
ndng dd kali huyét thiémg xu}én >35.0 mEg/L. Cac bénh nhin ngdu nhién s dung
25mg spironolactone duimg udng hode s dung gia dwge theo ty 1€ 1:1. Bénh nhin
dung nap 25mg Spironalactone ngay mdt lin & duge chi djnh g lieu 1én S0mg ngay

Aldictase P! VN Page b af- ¥
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mt 1an. Bénh nhin khong dung nap 2Smg ngay mt lin s& dige giam liéu xudng
25mg cich ngdy, Tiéu chi chinh cia RALES 13 théi gian dén khi ¢6 Ui vong do moi
nguyén nhin. RALES duoc két thiie sim, sau thii gian theo dai trung binh 13 24 thing,
do di théy rd w18 wr vong ¢hi thidn déng ké qua phin tich tam thai theo ké hoach.
Spironolactone lam giam nguy co Wr vong tdi 30% so vai gid duge (p=0.001; 95%
khodng tin cdy 1l 18% 10 40%). Spironolactone lam giam nguy ¢o W vong lign quan
161 ede bgnh tim mach, dit wr va W vong do suy tim tien trién 31% so voi gid duge (p
<0,001: 95% khoang tin ¢y 18% dén 42%).

Spironolactone cling lm gidm nguy co nhap vifn cia cde bénh tim mach (cy the nhir
suy tim tién trién, dau thiit nguc, logn nhip thit hay nhéi mdu co tim) 30% (p <0.001
5% khodng tin cdy 18% dén 41%), Nhimg thay déi trong phin logi cia NYHA thujn
Igi kon véi Spironolactone. Trong nhém spironolactone, phin logi cia NYHA ¢ cudi
( nghién ciru cai thién tinh trgng cla 41% bénh nhdn va [am ning thém tinh rrang cua
38%, trong khi &6 lwong dng vai gid duge 16 33% vi 48%%

74

3.2 Ciac dic tinh dwge dgng hoe [ &
Spironolactone duge chuyén héa nhanl vi nhitu, L"’l‘: ; I f i huynh
chiém wu the, cing véi spironolactone 130 nén cac 1 cudan ioc.Cie dir
Tigu dugre ding hie sau diy duge thu thip ur 12 nguo anh s dung

100mg spironolactone ngay mit Ix'tp trong |5 ngay. Tro: S T YT spironolactone
duge uong ngay sau bia sang it chil béo vi duge lay mau sau do.

Yéu i vich iy Niing d§ dinh

AUC (0-24 gii, trung binh Thiri gian bin
ngiyISYAUC trong huyét  thii trung binh
(0-24 giir, ngdy 1) thanh sau on dinh
T-a-{thiomethyl) 1.25 391 ng/ml 13.8 gitr (6.4)
( spirolactone (TMS) 3.2 gitr (ket thie)

3 B-lhyvdroxy-7-a- 1.50 125 ng/mL 15,0 giér(4.0)
{thiomethyl) 0 5.1 gity (két thiic)
spiralactone (HTMS)

Canrenone (C) 141 181 ng/mL 16.5 givr (6.3)
a3 g {két thiie)
Spironolactone 1.30 80 ng/mL Uidre tink 1;-
2.6 gidr 1.4 gib (0.5) &
— . (bdn thai i)

Téc dung duge Iy cia cde chiit chuyén hoa «clia spironolactone trén ngudi van chua
duge biet dén. Tuy nhién, trén chudt b ciit wyén thugng thin, hoat ddng khing
mineralcenicoid cia cic chit chuvén héa €, TMS va HTMS, litn quan 160
spironolactone, twong dng B 1.10, .28 va 0.32. Lién quan té spironolactone, i lyic
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lign két voi che receptor cia aldosterone & cie 181 eit thin chudt twong dng 14 0,19,
0.86 va 0.06.
3 nguivi, hidu lye cia TMS v 7-a-thiospirolactone frong vige lam do nguee tie dung
cua mineralocorticoid tong hep, Mudrocortisones ddi vai thanh phin dign giai trong
nude tiéu lign quan 11 spironolactone rong ung 15 0.33 v 0.26. Tuy nhién, do khong
xic d|nh duge nﬁng d§ cua cic str:mud nay ncn s hap thu v/ hoje sy chuycn hoa giai
dogn diu khong hoin todn coa ede chitl chuyén hoa nay khong thé bj logi bo nhu mit
nguyén nhin clia sy gidm hoat tinh trén in viva,
Smrono]a-::nne va che chit chuycn hoa cla nd ghn hon 0% vdi prolein hayél weomg,
Cic chit chuyén héa duge bai tidt chit yéu qua thin va thir yéu qua mét.
Anh huéng cia thire in 12n sy hip thu spironolactone duge dinh gia trong nghidn cdu
ligu dom trén 9 nguéi tinh nguyén khoe manh, khang s dyng ma wy. Thirc dn lam
ting smh kha dung cia splronnlac:clne Lhong chuyén héa tai gin 100%. Tim quan
trong vé mit Jim sdng cia nghién ciu iy vin chua duge biét rd,
.

Cie dir li¢u an toan tién lim sang
Khd ndng giy nng tinr, dit bién, say gidm kid ning s
cho thay. dimg spironolactone duimg uéng thiy cd xudt
tang sinh thé hign wn cde co quan ngi 1iéy v gan. Tro
st dung lidu 50, 150 v S00mg/kgngdy, cd sit ting ddn q
tinh hoan lanh tinh; trén chudt dye, ¢d sy ting sinh & gan I eu (bao gclam
phi dai gan \-‘.fl budu ting sinh). Trong nghién ciu kéo dai 24 thnng trong dé cic con
chugt ciing giong dugc ding ligu 10, 30, 100 \-a 150mg spironolacione’ke/ngdy, tic
dyng ting sinh bao gom sy LﬁnF ddng k& u luyén 1& bio gan vé cde u 1€ bao tinh hoin &
chudt dyc, vi téng dﬁng ké u 1¢ bio nang tuyén gidp va ung thu & ca 2 gidng. Ciing cb
su ting ding ké co ¥ nghia thing ké {nhung khang lién quan 16i fiéu) cla cic polyp
ming trong i cung & chudt cai

P2 quan sat duge litu ding lién quan (irén ’Dm_g;kg;ng&yl 161 1y 1¢ mic bénh ung thu
bach cau iy bio trén chugt ding kali canrenoate h:ﬁng ngay trong thén g,:an mol nim,
{canrenoate 1 mdt hop chit wong duong héa hoe voi spironolactone va chiat chuyén
héa cia no, canrenone cling 1a san phim chuyén hoa chinh cia spironolactone ¢
ngudi). Trong nghién elu km dai 2 ndm & chudt, dung kali canrenoate lién quan 16i 1y
1& méc bénh ung thir bach cau tay bio, 16i an tuyen glap. vinh hodn va khdi u vit,

Ca splrnnolacmnr: va kali canrenoate déu khéng gdy tac dung dit bién trong thir
nghigm véi vi khudn va nim. Khi khong o6 sit kich hoat chuycn hia, i sp:wnolscmn:
v kali canrenoate déu khing the hign 1dc dung giy dit bifn & tuyén vi rrong nghién
cifu in vitro. Khi ¢d su kich hoat chnl.en hoa sp:(onn]scton¢ duge bdo cio [a im tinh
trong mit s thir nghaqm gay djn bidn & tuyén vi tm vitro) va khong xac dinh (dueng
tinh IImdng qua) & mt s6 thir aghiém khic wén twyén vi{in vitro). Khi cé su kich hoat
chuyén hoa, kali canrenoate duge bao cio 13 duong tinh trong the dung gdy dit bidn &
mit s thir nghiém trén luyen vil (in vitro), kKhdng xéc dinh & m 56 khdc va am tinh &
mit nhém khide nira.
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Tiéu chuin thude thanh pham: Nha san xuit

Trong nghién ciru sinh san 3 Wra d¢ md chudt cdi duoe ding liéu 15 va S0mg
sp:mno!actonakgmgay khdng thiy cé anh huong gi 160 sy giao phdi i sinh san,
nhung cé sy ting nhe ve 1y 1§ con chét non & lidu 50 mg/kg/day.Khi tiém cho chuit cai
lidu 100mg/kg/ngay trong 7 ngdy, spironolactone lam ting d6 dii cia chu ki dong duc
b&ng cich kéo dai thoi gian bat duc trong sudt qua trinh didu triva thid 13p thiv gian
bat duc cb dinh 12 2 wan. \hung tac dung nay luén quan téi sy phdt rién chim coa
nang bnong trimg va sur gidm cdc mirc estrogen widn hodn, diéu nay lAm giam kha nang
giao. phc-l vi sinh dé. Spnrcncla-:lone (100mg/ke/nghy) duge dung cho chu@l cii trong
2 tudn song chung vdi chudt duc khong ding thudc, quan sit thdy sy glaln 50 ll:f.mg
chufn dwge giao phol dé thy thai (thé hién t4c dyng irc ché hunng trimg) v sy giam s0
qumg dju thai & nhimg con chudt cai chua (thé hign tic dyng (re ché ddu thai), va o
ligu 200mg/kg ciing lam ting thoi k¥ tién déng duc.

CAC PAC TINH DUQC HOC
Danh mye ti duge
Calci sulphate dehydrate, tinh bdt ngd, Polyvidone K30, mau vang FD&C s6 5, mau

vang FD&C si 6, magié stearate, vi Felcofix mili bac ha,
Twong ky,
Chua gap

Thai han sir dung
30 thang

Thin trong dac bigt khi bio quian -
Bao quan & nhiét 4 dudi 30°C [

Tinh chit va dung lrgng cia bao bi dong goi
Aldactone 25mg: Hop 10 vi Aluminium, mai vi chira 10 vién nén.

Y

Nha san xuat: Olic (Thailand) Limited, 166 Moo 16, Bangpa-In Industrial Estate,
Udomsurayul.h Road. Bangpa-In distriet, Ayunthaya Province, Thailand.

o hromg higu

Aldactona=Pr VN Fage 3 of 3

" r‘r-' f
PPN RN




