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Tén thudc: Rx

HADULACTON 25

Doc ky hudng dén st dung trude khi dung. D4 xa tm tay tré em.
Thudc ndy chi dung theo don thudc.

1. Thanh phin cdng thirc thudc (cho 1 vién nén)

Thanh phén hoat chét: Ham luong
Spironolacton 25mg

Thanh phén t4 duoc: Povidone K30, Microcrystalline
cellulose, Lactose monohydrate, Natri laurylsulfat,

Sodium Starch Glycolate, Cab-O-Sil M5P (silica colloidal
hydrated), Magnesium stearat, Mau Quinoline Yellow.

Vira du

2. Dang baoché

Vién nén. Hinh trdn, b& mat vidn mdt mat cé chir HDD, mdt méat cb vach & gidra, mau
vang dén vang ndu.

3. Chi djnh

- Didu trj suy tim sung huyét.

-Didu trj xo gan c6 cd treémg va phi nd.

- Didu trj od trrdmg ac tinh.

-Didu tr hdi chirng than hu.

- Chén doan va didu trj cirdmg aldosteron nguydn phat.

4.Céach dung, lidqu dung

4.1 Cachdung

Nén ding Spironolacton mdt1an mdi ngay trong bira &n.

4.2 Lidudang

Nguwol 16m

Diu trj suy tim sung huyét c6 phu:

Dé& kidm soét chirng phu nd, nén dung lidu khdi dAu hang ngay la 100 mg spironolacton
véi lidu don hodc chia 1am nhidu 14n, nhing o6 thd dao ddng tir 25 mg dén 200 mg mOi
ngdy. Liéu duy tri nén durgc xac dinh trén tirng bénh nhan.

Diéu trj suy tim n@ng (Hiép hdi Tim mach New York Logi lll-IV):

Dyra trén Nghién ciru danh gia nglu nhién, nén bt diu didu tri két hgp véi lidu phap
tidu chuén véi lidu spironolacton 25 mg/iAn/ngay néu ndng d6 kali huyét thanh < 5,0
mEg/L va creatinin huyét thanh < 2,5 mg /dL. Nhirng b&nh nhan dung nap duwoc lidu 25
mg/lan/ngay c6 thé tang lidu 1én 50 mg/idn/ngay theo chi dinh 14m sang. Nhirng bénh
nhan khdng dung nap liéu 25 mg/lAn/ngay cb thé giam lidu xubng 25 mg cach ngay.
Xem phén 6 4é dugc twr van vé theo dbi kali huyét thanh va creatinin huyét thanh.

Xo gan kém theo cb trudmg va phi né:

Néu ty 1& Na'/K™ trong nuére tidu Iém hon 1,0 thi lidu sir dung 1a 100 mg/ngay. Néu ty 18
nhd hon 1,0 thi liéu sir dyng 14 200 mg/ngay dén 400 mg/ngay. Lidu duy tri nén duqc
xac dinh trén tirng bénh nhan.

C4 trurémg éc tinh:

Lidu ban dAu thurdmg 13 100 mg/ngay dén 200 mg/ngay. Trong trrdrng hop néing, lidu cé
thé tang dan Ién téi 400 mg/ngdy. Khi tinh trang phi né dugc kiém so4t, lidu lugng duy
tri nén durgre xac dinh trén tirng bénh nhéan

Hoi chimg thén hu:

Liéu théng thuréng 100 mg/ngay dén 200 mg/ngay. Spironolacton chwa dugc chirng
minh 12 c6 tac dyng chéng viém va cling khong anh huwédng dén qua trinh bénh ly co
ban. Viéc sir dyng no chl dugre khuyén khich néu ban than glucocorticoid khdng du hiéu
qua.

Chén doén va diéu trj cudng aldosteron nguyén phét:

Spironolacton cb thé duwgc sir dyng nhur mdt bién phap chan doan ban dau dé cung cép
béng chirng gia dinh v& tinh trang tang aldosteron nguyén phét trong khi bénh nhan c6
ché 40 an binh thuéng.

Thir nghiém I&u dai: Spironolacton duwgc ding véi liéu hang ngay 400 mg trong 3 dén 4
tun. Viéc didu chinh tinh trang ha kali mau va tang huyét 4p cung cap bang chirng c6
co s& dé chén doan chirng tang aldosteron nguyén phat.

Thir nghiém ngén: Spironolacton dugc ding véi liéu hang ngay 400 mg trong 4 ngay.
Néu kali huyét thanh tang trong qué trinh sir dyng Spironolacton nhung giam xudng khi
ngimg sir dyng Spironolacton, nén xem xét chin doan gid dinh vé chimng tang
aldosteron nguyén phat.

Sau khi ch&n doan chirng tang aldosteron dugc xac djnh bang cac thi tuc xét nghiém
chinh xac hon, Spironolacton co thé dwgc ding véi lidu 100 mg dén 400 mg mbi ngay
dé chuén bj cho phiu thuét. DI véi nhirng bénh nhan dugc coi la khdng phil hgp dé
phéu thuét, Spironolacton c6 thé dugc sir dyng dé diéu trj duy trl 1au dai & lidu thap nhét
o6 hiéu qua dugc xac dinh cho tireng bénh nhan.

Ngu&i cao tudi

Nén béat dAu didu tri véi libu thap nhét va tang dan theo yéu cAu dé dat dugc lgi Ich ti
da. Can than trong v&i ngudi suy gan va than néng vl co thé 1am thay dbi qua trinh
chuyén héa va bai tiét thudc.

Tréem

Liéu ban dau hang ngay nén 1a 1-3 mg spironolacton cho méi kg trong luvgng co thé
dugc chia lam nhiéu Ian, Nén didu chinh lidu lvgng trén co sé dap (rng va dung nap

(xemn phéin 5 va 6)

Tré em chi ndn duoe didu tr] dudi sy hurdmg din cia bac st chuyén khoa nhi. DU li§u nhi
khoa con hgn ché

5.Chéng chidjnh

- Suy thin cp, suy than ndng, v nidu.

- Bénh Iy Addison.

- Téng kali mau.

- Qua mAn cAm véi spironolacton hodc véri bt ky thanh phdn ndo cla thube.

- Sir dung dbng theri eplerenon hodc thudce Igi tidu gitr kali khac.

- Spironolacton chéng chi djnh & bdnh nhi bj suy thdn tir trung binh dén ndng.

- Khéng nén ding Spironolacton ddng thei véri cac thube Igi tidu gitr kall khdc va khong
nén ding thudc bd sung kali thurérng xuyén vér Spironolacton vi co thé gay tang kali
mau.

8. Canh béo va thin trong khi ding thube

Cén béng dich co thé va chét dién gidi

CAn theo dbi thurtrng xuyén tinh trang dich co thd va chét dién gidi, dgc bidt & ngudi cao
tudi, nhirg ngurdri b suy than va gan néng.

Tang kali mau cb thd xdy ra & nhirng bénh nhan bj suy giém chirc néng thin hogc dung
qué nhidu kali va co thé gy ra céc réi loan vé tim, ¢ thé gay tir vong. Néu tang kali méau
tién tridn, nén ngimng str dung Spironolacton va néu can thiét, thyrc hién cac bign phap
tich cyre dé gidm kali huyét thanh xubng mdrc binh thudmng.

Nhidm toan chuyén hba ting clo mau cb hdi phyc, thurdmg lién quan dén tang kali mau
44 duoc béo céo xay ra & mot sb bénh nhan bj xo gan mét bl, ngay ca khi chirc ndng

than binh thurdmng.

Sir dyng ddng theri Spironolacton véi cac thubce i tidu gitr kali khac, thube (rc ché men
chuyén angiotensin (ACE), thubc chéng viém khong steroid, thuéc dbi khang
angiotensin I1, thubc chen aldosteron, heparin, heparin trong lugng phan tir thip hodc
cac thube hodc tinh trang khac dugc biét [a gay tang kali mau; thyre phm b sung chira
kali, ché 30 an giau kali hodc chit thay thé mudi co chira kali, c6 thd dn dén tang kall
mau nghiém trong.

Uré

Sy gia tang uréd mau co thd hdi phyc da dugc bao céo lién quan dén ligu phap
Spironolacton, d4c biét khi c6 chirc nang than bj suy giam.

Téang kali méu & bénh nhén suy tim ngng

Tang kali mau c6 thd gay tir vong. Didu quan trong 14 phai theo dai va quan ly kali huyét
thanh & bé&nh nhan suy tim nang ding spironolacton. Tranh sir dyng cac thubce lgi tiéu
gir kali khac. Tranh sir dung thubc bd sung kali dudng ubng & bénh nhan c6 kali huyét
thanh > 3,5 mEq/L. Viéc theo d6i kali va creatinin dwgc khuyén nghi 14 1 tudn sau khi bat
dAu hoc tang lidu spironolacton, hang thang trong 3 thang dau, sau d6 hang quy trong
mot nam va sau dé cz 6 thang mdt 1An. Ngirng hodc gian doan didu trj khi ndng d9 kali
huyétthanh >5 mEq/L hodc creatinin huyét thanh >4 mg/dL.

Tréem

Thudc lgi tiéu gitr kali nén duwgc st dung than trong & bénh nhi ting huyét 4p bj suy thdn
nhe vi c6 nguy co tang kali mau. (Spironolacton chéng chi dinh sir dyng & bénh nhan
nhi bj suy than vira hodcnang).

Vién nén Hadulacton 25 ¢6 chira lactose monohydrat do dé khéng nén dung cho bénh
nhan méc c4c vAn dé vé di truyén hiém gap, khdng dung nap galactose, thiéu hyt tdng
s0 lactase hodc kém hap thu glucose-galactose.

7.Srdung thubc cho phy nir cé thai va cho con ba

7.1 Phunircé thai

Spironolacton hodc chat chuyén héa ctia né cb thé di qua hang rao nhau thai. Vé&i
spironolacton, sy nir hda da dwgc quan sat thiy & bao thai chudt dyc. Viéc sir dung
Spironolacton & phy nr mang thai déi hdi phai can nhic gira lgi ich dy kién va nguy co
c6 thé xay ra dbi véi ngurdri me va thai nhi.

7.2 Phynirchoconbu

Cac chét chuyén héa clia spironolacton da dugc phat hién trong stra me. Néu viéc sir
dyng Spironolacton dugc coi 14 can thiét thi nén ap dung mdt phurrong phap nudi dudng
tré so sinh thay thé.

8. Anh hwéng ciia thudc 1&n kha nang l4i xe, van hanh may méc

Budn ngui va chéng m&t da dugc bao cdo xdy ra & mdt s& bénh nhan. Nén than trong khi
|ai xe hogc van hanh may mdc cho dén khi xac djinh dugc dap (rng véi didu trj ban dAu.
9. Twong tac thube, trong ky clia thubde

9.1 Twong tacthude

St dyng ddng thoi cac thude gay tang kali mau véi spironolacton ¢ thé din dén tang
kali mau ndng. Ngoai ra, sir dung ddng thdi trimethoprim/sulfamethoxazol (co-
trimoxazol) v&i spironolacton c6 thé d&n dén tang kali mau cd y nghta lam sang.
Spironolacton da dugc bao cdo Ia l1am ting ndng dd digoxin trong huyét thanh va can
tré mot s xét nghigm digoxin trong huyét thanh. O’ nhirng bénh nhan dung digoxin va
spironolacton, nén theo ddi dap (rng digoxin bang cac phwong phap khac ngoai ndng
dd digoxin trong huyét thanh, trir khi xét nghigm digoxin dugc str dung da dugc chirng
minh la khéng bj &nh hwdng béi liéu phap spironolacton. Néu cAn thiét phai didu chinh
lidu digoxin, bénh nhan nén dugc theo ddi cAn than d& tim bang chirng v& tac dung ting
hodc gidm cula digoxin.

Tac dyng cla thubc ha huyét &p tang 1én va co thd cAn phai gidm lidu khi thém
Spironolacton vao ché dd didu trj va sau dé diéu chinh khi can thiét. Vi thudc (rc ché
ACE lam gidm san xuat aldosteron nén khéng nén sl dung thudng xuyén véi
Spironolacton, dac bigt & nh(rng b&nh nhén bj suy than ro rét.

Vi carbenoxolon c6 thé gy gir natri va do dé lam gidm hiéu qua ca viéc st dung ddng
théri Spironolacton.

Céc thube chéng viém khong sterold nhu aspirin, indomethacin va axid mefenamic cé
thé Iam gidm hiéu qua thai natri cGa thudc lgi tidu do (rc ché tdng hop tuyén tién liét
trong than va da dugc chirng minh Ia lAm gidm tac dyng lgi tidu clia spironolacton.
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Spironalacton 1am gidm khé niing dap Umg cia mach méu v noradrenalin Can thdn
trong trong viéc quan Iy bénh nhan dugc gy 18 1 phin hodic goy mé todn than trong khi
didu tri bAng Spironolacton.

Trong céc xét nghiém 8o huynh quang, spironolacton cd thé gay trd ngai cho viée danh
gié cac hop chit cb ddc tinh huynh quang turong ty.

Spironolacton da dugc chirmg minh 12 lam tang thdi gian ban hiy cua digoxin
Spironolacton tang curéng chuydn hda antipyrin.

Spironolacton c6 thé gy trd ngai cho viéc dinh lugng ndng @ digoxin trong huyét
turong.

Spironolacton lidn két véi thy thd androgen va cb thd 1am tang ndng dd khang nguyén
@ac hidu tuyén tidn lidt (PSA) & bénh nhan ung thir tuyén tidn lidt dugc didu tr bing
abirateron. Khdng nén s dyng vé&i abirateron.
9.2 Twong ky thudc

Do khdng cb cac nghién ciru vé tinh tiromg ky cia thude, khdng trdn 18n thube ndy voi
céac thudc khac.

10. Tac dyng khdng mong mudn cla thudc (ADR)

Chirng wii to & nam gi&i cb thé phét tridn khi s dyng spironolacton. Sy phat tridn
dudng nhur lidn quan 3én ca lidu legng va thiri gian didu tr va thudng hdi phyc khi
ngimg thudc. Trong mdt s trudmg horp hidm hoi, tinh trang nd ngure c6 thd van tdn tai.
Céc thc dyng phy sau 8y da duge bao céo lidn quan 3én lidu phép spironolacton:
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11. Qua liéu va cach xirtri

Qua lidu cép tinh c6 thé biéu hién bang budn ngd, 1 13n, bubn ndn, ndn, chéng mat
hodc tiéu chay. Ha natri méu hoéc tang kali mau cb thé xay ra nhung nhing tac dyung
nay kho cb thé lién quan dén qua liéu cAp tinh. Céc triéu ch(rng clia tang kali mau cé thé
biéu hién nhur dj cdm, suy nhugc, liét mém hodc co thét co va cb thé khé phan biét vé
mét lam sang v&i ha kali méau. Nhirng thay ddi trén dién tam db 14 dau hiéu cy thé sém
nhét ca rbi loan kali. Khong c6 thubc gial d6c dac hidu. Sy cal thién cb thé dugc mong
doi sau khi nglrng thubc. Cac bién phép hd trg chung bao gbm bl djch va chét dién giai

¢6 thé dugre chi dinh. DI véi tAng kall méu, gidm lurgng kali dira vao, dung thubc Igi tidu
thai kall, truydn tinh mach glucose bing insulin thudng xuyén hodc nhya trao dbi ion
dudmg ubng

12. Djctinh dwge lye hoc:

Nhém dugre ly: Thubce lgitibu khang aldosteron.

MBATC: CO3DA01.

Coché hogt dgng

Spironolacton, nhir mot chét dbi khang aldosteron canh tranh, 1am tang bai tiét natri
d8ng thevi gidm mét kali & 8ng than xa. N6 tc dung dAn dAn va kéo dai.

Hi§u qua 1am sang va an todn

Suy tim néng

RALES |13 mot nghién ciru mu doi, da qubc gia trén 1663 bénh nhan cb6 phan suét tbng
Mau £35%, ¢ tidn str suy tim 40 IV theo NYHA trong vong 6 thang va suy tim do I11-IV tai
thé&ri @idm phan nhém nglu nhidn. TAt ca bénh nhan ddu ding thube lgl Udu qual, 97%
ding thubc (rc ché ACE va 78% ding digoxin (tai thévi didm thir nghiém nady dugc tién
hanh, thubc chen beta khong duge sir dung rdng rai a8 didu trj suy tim va chi 15% dugc
didu tri bAng mot thubc chen beta). Nhirng bénh nhan cb creatinin huyét thanh ban dau
> 2,5 mg/dL hodc mirc tang gAn day 14 25% hodc c6 ndng dd kali huyét thanh ban d3u >
5,0 mEg/L ddu bj loai trir. Bénh nhan dugc chon nglu nhién theo ty 16 1:1 ding
gpironolacton 25 mg ubng mot 1An mdi ngay hodc ding gia duge phi hgp. Nhirng bénh
nhan dung nap lidu 25 mgNAn/ngay thi tang libu 18n 50 mgAAn/ngay theo chi dinh 1am
sang. Nhirng bénh nhan khdng dung nap lidu 25 mg/An/ngay 44 gidm libu xubng con
25 mg cach ngay. Tiéu chi chinh ciia RALES la thoi gian dan dén t»r vong do moi
nguyén nhan. RALES da bj chdm dirt sém, sau théri gian theo dbi trung binh la 24
thang, do loi ich dang ké v8 ty 1§ tir vong dugc phét hién trong mot phan tich tam thoi
theo k& hoach. Spironolacton 1am gidm nguy co tir vong 30% so v&i gia dugc (p<0,001,
khodng tin cdy 95% 18% - 40%). Spironolacton cling lam gidm dang ké nguy co tir vong
do banh Iy v& tim, chti ybu 1a 60t tir va tir vong do suy tim tién trién cGing nhu nguy co
nhap vién vi nguyén nhan tim mach. Nheng thay dbi vé mirc 0 NYHA thudn lgi hon véi
spironolacton. Chirng vi to & nam gi¢i hodc dau vl da dugc bao céo & 10% nam gioi
duoc didu tri bdng spironolacton, so véi 1% nam giéi trong nhém dung gia dugc
(p<0,001). Ty 18 tang kali mau nghiém trong thap & ca hai nhém bénh nhan.

Tré em

Thibu thdng tin tr cAc nghién ciru 13m sang vé spironolacton & tré em. DAy la két qua
ctia mot sb yéu tb: mot sb it thir nghiém da dugc thyc hién & tré em, viéc sir dyng
spironolacton két hop véi cac thube khéc, sb lugng nhd bénh nhan dugc danh gia
trong mdi thir nghiém va céc chi djnh khac nhau dugc nghién clru. Cac khuyén nghij vé
lidu dung cho nhi khoa dya trén kinh nghi¢m lam sang va cac nghién ciru dugc ghi lgi

trong tai liéu khoa hoc.

D lidu an toantién lam sang

Tinh géy ung thu

Spironolacton da dugc chirng minh 1a gay ra khdi u & chudt khi dung liéu cao trong théi
gian dai. Y nghia clia nhrng phét hién ndy dbi véi viéc sir dung 1am sang 1a khdng chac
chén. Tuy nhién, viéc str dung spironolacton lau dai & bénh nhan tré tudi doi héi phai
can nhéc cAn than gitra i ich va nguy co tiém an. Spironolacton hodc chat chuyén héa
clia né cé thé di qua hang rao nhau thai. Véi spironolacton, sy nir héa da dugc quan sat
thdy & bao thai chudt dirc. Viéc sir dung spironolacton & phy niz mang thai ddi héi phai
can nhéc gitra lgi ich dy kién va nguy co cb thé xay ra dbi véi ngudi me va thai nhi.

13. Pactinhdwocddng hoc

Spironolacton dugc hap thu tét qua dudng ubng va dugc chuyén héa chi yéu thanh
cac chat chuyén héa c6 hoat tinh: chat chuyén héa cé chira luru huynh (80%) va mdt
phan canrenon (20%). Méc di théi gian ban hly trong huyét tirong clia spironolacton
ngén (1,3 gi®) nhung théi gian ban hly clia chit chuyén héa co hoat tinh lai dai hon
(dao ddng tir 2,8 dén 11,2 gi®). Sy dao thai cac chat chuyén héa xdy ra chi yéu qua
nwéc tidu va thir hai la qua sy bai tiét qua mat qua phan.

Sau khi dung 100 mg spironolacton hang ngay trong 15 ngdy & nhing ngudi tinh
nguyén khde manh khdng nhin an, théi gian dat ndng dd dinh trong huyét trrong (tmax),
ndng do dinh trong huyét trong (Cmax) va thdi gian ban thai (11/2) cia spironolacton 1a
cac gia trj tong (rng: 2,6 gidr., 80 ng/ml, va khodng 1,4 gi&r. Ddi véi chit chuyén hoa 7-
alpha-(thiomethyl) spironolacton va canrenon, tmax |a 3,2 gi¢r va 4,3 gio, Cmax la 391
ng/miva 181 ng/ml, vat1/21a 13,8 gir va 16,5 gidy.

Téac dyng trén than cua mdt lidu spironolacton duy nhét dat dén dinh diém sau 7 gi& va
hoat ddng kéo dai it nhat 24 gid.

Tré em

Khong c6 di ligu dugc ddng hoc vé viée sir dung & tré em. Cac khuyén nghij v& lidu
dung cho nhi khoa dyra trén kinh nghiém lam sang va cac nghién ctru dugc ghi lai trong
tai lidu khoa hoc.

14. Quy cach déng gol

Hop 03, 05, 10 vix 10 vién kém huéng dan st dyung.

15. Didu kign bdo quan, han ding, tidu chudn chét lweng cia thubc

Didu kién bao quan: Noi khd rao, nhiét dd khdng qua 30°C, tranh anh sang tryc tiép.
Han ding: 36 thang ké tir ngay san xuét.

Tiéu chuén chatluegng: TCCS.

16. Tén, dja chiclia co s& san xultthubc

CONG TY COPHAN DUQIC VAT TUY TE HAI DUONG

Bja diém san xuét:

Nha méy HDPHARMA EU - CONG TY CO PHAN DUGC VTYT HAI DUONG

Dja chl: Tdng 2, Toa nha 4A, Thua dat s6 307, cum Cdng nghiép C4m Thugng,
phudng C4dm Thugng, TP Hai Duong, tinh Hal Dudng, Viét Nam.
DT:0220.3853848




