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x 10 vién nén dai bao phim x 10 vién nén tron bao phim

ENTACRON 25 ENTACR®N 50

Spironolacton 25 mg

Spironolacton 50 mg

CHI PINH PIEU T RI:

+ CO TRUONG DO XO GAN. PHU GAN, PHU THAN, PHU TIM KHI CAC
THUOC CHUA PHU KHAC KEM TAC DUNG, DAC BIET KHI CO NGHI
NGO CHUNG TANG ALDOSTERON.

+ TANG HUYET AP, KHI @AGH DPIEU TRI KHAC KEM TAC DUNG HOAC
KHONG THICHE

+ TANG \LDOSTERON TIEN PHAT, KI—H KHO’\TG THE PHAU THUAT.

ENTACRGN

Spironolacton 25 M3

SO glay vac nhan ndi dung theng tin thudc cua Bo Y té:.....[..... [XNTT,
ngay /

Tai lieu lld\,f Jom co 04 trang. Thong tin san pham xin xem tiép trang 2,3.4.
Ngay in tai liéu: ngay ... thang ... nam

Nha san xuat:

CONG TY CO PHAN DUQC PHAM SAVI (Sawipharm)
Lo Z.01-02-03a KCN trong KCX Tan Thuan, Q.7, TP.Ho Chi Minh
Pien thoai:(028) 3 7700 142 / 143 /144 Fax: (028) 3 7700 145
Website: www.savipharm.vn Email: svp@savipharm.vn

CONG TY TNHH DUOGC PHAM NGUYEN ANH KHOA
113 Duong Ba Trac, Phuong 1, Quan 8, TP.Ho Chi Minh
Pien thoai: (84.28)39 830 040 Fax: (84.28)38 510 527
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B Thude ban theo don

Tai liéu théng tin thuée

Sp
K30, polysorbat 80, magnesi stearat, silic
dioxyd, hypromelose 606, polyethylen glycol
6000, talc, titan dioxyd, sat oxyd do).
DANG BAO CHE: Vién nén bao phim

ENTACRON 50
- Spivonolacten . GG 50 mg
-Thdude wiadit. ..o i 1 vién

(Tinh bot bién tinh, calci sulfat dihydrat,
lactose monohydrat, crospovidon, povidon
K30, polysorbat 80, magnesi stearat, silic
dioxyd, hypromelose 606, polyethylen glycol
6000, talc, titan dioxyd, sdt oxyd dé).
DANG BAO CHE: Vién nén bao phim.

CHI PINH DIEU TRI:

- C6 truéng do xo gan. Phii gan, phtt than,
pht tim khi cdc thudc chita phtu khéc
kém tdc dung, ddc biét khi cé nghi ngo
chiing tang aldosteron.

- Tang huyét 4p, khi cich diéu tri khdc
kém tac dung hodc khong thich hop.

- Ting aldosteron tién phat, khi khong thé
phau thuat.

LIEU LUONG VA CACH DUNG:
Thudc nay chi dimg theo su ké don cia
Buc si.

Céch ding: Thudc dung dudng udng.

ngay,

nhat 2 tudn; lidu duy tri diéu chmh theo

tiing ngudi bénh.
Nhung hién nay it dugc dung dé diéu tri
tang huyét ap.
Tang aldosteron tién phdt: 100 - 400
mg/ngay, chia 2 - 4 ldn trudc khi phau
thuat. Liéu thdp nhat c6 hiéu qua c6 thé
duy tri trong thoi gian dai d6i véi ngudi
bénh khong thé phau thuat.
¢ Tré em:
Loi tiéu hodc tri tang huyét dp, c0 trudng do
xd gan: Liéu ban ddu uéng 1 - 3
mg/kg/ngay, dung 1 14n hodc chia 2 - 4lan;
liéu dugc diéu chinh sau 5 ngay.

CHONG CHI DINH:

- Suy thén cdp, suy thdn ndng.

- V6 niéu, ting kali huyét.

- Mén cam véi splronolacton

CANH BAO VA THAN TRONG KHI SU
DUNG:

- Tinh trang c6 nguy co ting kali huyét
nhu khi suy gidm chic nang than va khi
phéi hop v6i cdc thude lgi ti€u thong
thudng khéc. Toan chuyén hoéa do tang
clor mau c6 thé héi phuc (thuong di kém
v6i tang kali huyét) c6 thé xay ra trong x0
gan mit bu du chiic ning thén binh
thudng.
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spironolacton.

- Spironolacton khéng dugc diung déng
thoi véi cac thudc lgi tiéu gid kali
Spironolacton, khi duoc st dung chung
v6i chét ic ché men chuyén ACE hodc
indomethacin gay ting kali mau nghiém
trong. Cén phai hét stic than trong khi
spironolacton dugc dung dong thoi véi
céc thudc nay. Néu nghi ngd c6 ting kali
madu (d4u hiéu canh bdo gdém di cdm, yéu
cd, mét mai, liét nhao chi, nhip tim cham
va séc) phai thuc hién chay ghi dién tam
d6 (ECG). Tuy nhién, diéu quan trong la
phai theo d6i néng d6 kali huyét thanh do
tang kali méu nhe co thé khong thé hién
dugc trén ECG.

- Spironolacton phai dugc st dung than
trong & nhiing bénh nhén suy giam chiic
ning gan, vi mot thay déi rit nhé ctia dich
cd thé va can bang dién gidi c6 thé thic
déy tinh trang hon mé gan.

= Thén trong:

Chung: Tit ci cac bénh nhén ding thu6c
loi tiéu nén dugc gidm sit d€ tim bang
chl'ing vé thé dich hodc mit cin bang dién
gidi, vi du nhd ha magnesi mau
(hypomagnesemia), ha natri mdu, nhiém

kiém clor ( hypochloremzc) va ting kali mau.
Xac dinh dién g1a1 trong huyé’t thanh va
ac ; énh

Tai ligu thong tin thude

nap mot lugng qué du kali, c6 thé gy
cac bt thudng vé tim va dan dén ti vong.
Do d6, khéng nén dung chit bé sung kali
khi dang dung spironolacton.

= Xét nghiém dinh ky: Nén xét nghiém
dinh ky chét dién gidi trong huyét thanh
dé phat hién sy mdt cin bang chit dién
gidi, ddc biét 6 ngudi gia va nguodi suy
giam dang ké chiic nang thén hodc gan.

TUGNG TAC THUOC:

St dung dong thoi spironolacton véi cac
chit tic ché men chuyén (ACE - 1) c6 thé
din t6i "ting kali huyét" ning, de doa tinh
mang, d4c biét & ngudi suy than. Téc dung
chéng déng ciia coumarin, hay dén chat
indandion hay heparin bi gidm khi dung
d6ng thoi véi spironolacton. Céc thude
chéng viém khong steroid, ddc biét l1a
indomethacin lam gidm tdc dung chdng
tang huyét 4p ctia spironolacton. St dung
déng thai lithi va spironolacton c6 thé dan
dén ngo doc lithi, do giam dd thanh thai.
St dung dong thdi cac thude c6 chia kali
v6i spironolacton lam tang kali huyét.
Thoi gian ban hiy cha digoxin va cdc
glycosid tim trong huyét tudng c thé ting
khi duing d6ng thoi vdi spironolacton.

- Rugu, thudc an thin, thudc giy nghién:
Kha nang ha huyét ap tu thé c6 thé xay ra.
- Corticosteroid, ACTH: Géy tang suy kiét
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ng
thoi ky cho con bt

TAC DONG CUA THUGC KHI LAT XE VA
VAN HANH MAY MOC:

Do tdc dung ngu ga, dau dau co thé xay ra
nén than trong khi ldi xe hodc vin hanh
mdy mac.

Théng bdo cho Bdc si nhiing tdc dung khong
mong mudn gap phdi khi sit dung thuoc.

TAC DUNG KHONG MONG MUON (ADR):
Céc phan ing khong lién quan dén liéu
dung trong ngay va thoi gian diéu tri.
Nguy co phan ting c6 hai thép khi dung
liéu thdp hon 100 mg. Thong thuong nhat
la to vii § dan o6ng do ting noéng do
prolactin nhung thuéng héi phuc sau diéu
tri. Tang kali huyét luon phéi dugc xem
xét & nhing ngudi giam chic ning than.
Nguy cd nay thép khi diung liéu dudi 100
mg/ngdy & ngudi cd chiic nang than binh
thudng, véi diéu kién khong dung thém
kali va phai kiém sodt viéc nhén kali qua
an udng khong theo ché do.

« Thudng gdp, ADR >1/100

Toan than: Mét méi, dau ddu, liét duong,
ngu ga.

Noi tiét: Tang prolactin, to vi ¢ dan dng,
chay sita nhiéu, réi loan kinh nguyét, mt
- kinh, chdy méu sau méan kinh.

on.

DPicu nay phai dugc xem xét

Tai liéu théng tin thuéc

ét g
an trong,
dac biét khi ding phoi hop véi cac loai
thudc lgi tiéu khdc. Can phai diéu chinh
liéu lugng va kiém tra dinh ky dién gii do.

QUA LIEU:

Biéu hién: Lo ling, 1an 16n, yéu co, kho
thd.

Xt ly: Riia da day, dung than hoat.

Kiém tra can bing dién giai va chiic ning
than.

Diéu tri hé trg. Néu tang kali huyét co
thay déi dién tdm do: Tiém tinh mach
natri bicarbonat, calci gluconat; cho uéng
nhua trao d8i ion (natri polystyren
sulfonat - biét dugc Kayexalate) dé thu gid
cic ion kali, lam giam néng do kali méu.

DONG GOI:

Hop 03 vix 10 vién.

Hop 1 chai x 100 vién.

BAO QUAN:

Noi khd, nhiét d6 khong qua 30°C. Tranh
anh sang

TIEU CHUAN AP DUNG: TCCS

HAN DUNG:

36 théng ké tii ngay san xuat.

DE XA TAM TAY CUA TRE EM.
POC KY HUONG DAN SUDUNG TRUOC KHI DUNG.
NEU CAN THEM THONG TIN, XIN HOT Y KIEN BAC SL
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