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HUONG DAN SU DUNG THUOC CHO NGUOI BENH
RMITYUS

Thubc bén theo don.

Dé xa tam tay tré em.

Poc ki hwéng din sir dung trwée khi dung.

Khong ding thudc khi da qua han dung ghi trén nhin

Théng bio ngay cho bac sy hodc dwge s§ nhitng tic dung khong mong mudn gip phai

khi sir dung thudc.
1/- Thanh phén, ham hrong ciia thudc: Cong thirc cho 1 vién nén bao phim:
Hoat chét: Furosemide 20 mg
Spironolactone 50 mg

2/-

T4 dugc: Colloidal silicon dioxide, Magnesium Aluminometasilicate, Lactose,
Hydroxypropyl methyl cellulose, Microcrystalline cellulose, Croscarmellose
sodium, Bot Talc, Magnesi stearat, Macrogol 6000, Mau Erythrosin, Mau
Tartrazin vira da 1 vién.
Mo ta san phim: Vién nén bao phim hinh tru det, mau hdng nhat, mdt mit c6 vach phan

heu mot mat c¢o chir T.

3/-

4)-

S5/-

6/-

7/-

Quy cach déng goi: Hop 3 vi x 10 vién nén bao phim.

Hop 5 vi x 10 vién nén bao phim.
Thudc ding cho bénh gi:
- Mityus dugc chi dinh trong diéu tri phit do cudng aldosteron thir phat, bao gdm suy tim
sung huyét mén tinh va xo gan.
- Mityus nén sir dung cho nhiing trudng hop da diéu tri dai déng, khong hiéu qua véi chi
mdt thude lgi tiéu & liéu thong thuong.
- Sir dung Mityus trong bénh téng huyét 4p v6 can nén han ché & nhimng bénh nhan cuong
aldosteron dién hinh.
- Mityus chi nén sir dung cho nhitng bénh nhan da dugc xac dinh la phu hgp timg thanh
phén riéng 1é.
Nén dung thudc nay nhw thé nao va lidu lwong:
Liéu thong thuong:
- Nguoi 16n: Udng 1 — 4 vién/ngay.
- Tré em: Thudc nay khong thich hop st dung cho tré em.
- Nguoi cao tudi: Furosemide va Spironolactone c¢6 thé dugc dao thai chdm hon & nguoi
cao tudi.
- Nén ubng ca vién. Ubng tét nhit vao bira an sang va/hodc an trua voi 1 ly nude. Khong
nén ubng vao budi tdi ddc biét 1a trong qua trinh didu tri ban dau, do lam ting luong nude
tiéu vao ban dém.
Khi nio khong nén dung thudc nay:
- Man cam véi furosemide va vé6i cac dan chit sulfonamid (sulfamid chita dai thao duong),
spironolactone hogic v4i bat cir thanh phan nao cia thude.
- Tinh trang tién hon mé gan, hon mé gan.
- Vo6 niéu hodc suy than do céac thube gay doc dbi véi than hodc gan.
- Suy than cép, suy than n'cflng, tang kali huyét.
Tac dung khong mong muén (ADR):
- Thuong gdap, ADR > 1/100: Giam thé tich mau trong truong horp ligu phap diéu trj lidu
cao, ha huyet ap thé dung, giam kali huyet giam natri huyét, giam magnem huyet giam
calci huyét, ting acid uric huyét, nhiém kiém do giam clor huyét, mét moi, dau dau, liét
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duong, ngu ga, tang prolactin, to vi dan 6ng, chay sita nhiéu, rdi loan kinh nguyét, mét
kinh, chdy mau sau méan kinh.
- It gap, 1/1000 < ADR < 1/100: Budn non, ndn, rbi loan tiéu hod, ban dé, ngoai ban, may
day,chuétrﬁUcothétcc,téng(xeaﬁnhlhuyétthanh.
- Hiém gap, ADR < 1/1000: Giam bach cAu, giam tiéu cdu, mét bach cau ha‘t, ban da, Viém
mach, di cam, ting glucose huyét, glucose niéu, U tai, giam thinh luc c¢6 hoi phuc (& liéu
cao).
8/- Nén tranh dung nhirng thudc hoiic thwe phim gi khi dang sir dung thudc nay:
- Tuong tac thudc c6 thé xay ra khi dung furosemide phdi hop véi cac thude sau:
+ Cephalothin, cephaloridin vi ting ddc tinh cho than.
+ Mubi lithi 1am ting ndng d¢ lithi/huyét, c6 thé gdy doc. Nén tranh dung néu khong
theo ddi dugc lithi huyét chat cha.
+ Aminoglycozid lam tang ddc tinh cho tai va than.
+ Glycozid tim lam ting ddc tinh do ha K méau. Cén theo d&i kali huyét va dién tdm do.
+ Thudc chdng viém phi steroid lam giam tac dung loi tidu.
+ Corticosteroid lam ting thai K.
+ Cac thubc chira dai thao duong co nguy co gdy tang glucose huyét. Can theo doi va
diéu chinh liéu.
+ Thudc gian co khong khir cuc lam tang tac dung gian co.
+ Thuécchéngdénglwnténgtécdungchéngdéng
+ Cisplatin lam tang ddc tinh thinh giac.
+ Cac thudc ha huyét 4p lam ting tac dung ha huyét ap. Néu phdi hop can diéu chinh
lieu.
+ Dic biét khi phdi hop voi thude e ché enzym chuyén angiotensin, huyét ap c6 thé
giam nédng.
- Sir dung ddng thoi spironolactone véi cac chit e ché enzym chuyén (ACE — 1) ¢6 thé
dan t6i “tang kali huyét” nang, de doa tinh mang, dac biét & nguoi ¢ suy than. Tac dung
chdng doéng ctia coumarin, hay dan chét indandion hay heparin bi giam khi dung cing véi
spironolactone. Cac thuc chong viém khong steroid, dic biét 1a indomethacin lam giam tac
dung chéng tang huyét ap cua spironolactone. Str dung ddng thoi lithi va spironolactone c6
thé dan dén ngd doc lithi, do giam d6 thanh thai. Sir dung dong thoi cac thude co chira kali
v6i spironolactone lam tang kali huyét. Nira doi sinh hoc ciia digoxin va cac glycosid tim ¢6
thé tang khi dung dong thoi vai spironolactone.
9/- Can lam gi khi mét 1in quén khéong ding thudc:
Ubng tiép tuc nhu liéu binh thudng.
Khong nén udng gip déi lidu dé bu dip cho lidu da quén.
10/- Cin bio quén thudc nay nhw thé nao:
Dé noi kho, tranh 4nh sang. Nhiét d6 dudi 30°C.
11/- Nhirng diu hiéu va triéu chimg khi dung thudc qua lidu:
- Furosemide:
Triéu ching: Mt cén béng nudce va dién giai bao gém: dau dau, yéu co, chudt rut, khat
nudc, huyét ap tut, chan an, mach nhanh.
- Spironolactone: N )
Triéu ching: Lo lang, lan 19n, yéu co, kho tho.
12/- Cén phii lam gi khi dung thudc qui liéu khuyén cio:
- Furosemide:
Xir tri: Bu lai luong nudce va dién giai da mét.
- Spironolactone:
Xur tri: Rlra da day, dung than hoat. Kiém tra can bang dién giai va chirc ning than. Diéu
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tri hd tro. Néu ting kali huyét c6 thay doi dién tim dd: Tiém tinh mach natri bicarbonat,
calci gluconat; cho uong nhwya trao d6i ion (natri polystyren sulfonat — biét duoc
Kayexalate ) dé thu giit cac ion kali, 1am glam nong do kali mau.

13/- Nhirng diéu cin than trong khi dung thudc nay:
Cic tinh trang cin thin trong:
- Thén trong v6i nhitng ngudi bénh phi dai tuyén tién liét hodc tiéu khé vi co thé thuc day
bi tiéu tién cap.
- Tinh trang c6 nguy co tang kali huyét nhu khi suy giam churc néng thén va khi ph01 hop
v6i cac thude 1oi tiéu thong thuong khac. Toan chuyén hoa do ting clor mau c6 thé hdi phuc
(thuong di kém véi tang kali huyét) c6 thé xay ra trong xo gan mét bu di chirc nang than
binh thuong.
Cic khuyén cdo dung thudc cho phu nir ¢ thai va cho con bii:
- Phu ni¥ co thai:

Céc thude loi tiéu néi chung chéng chi dinh & ngudi mang thai, trir khi bi bénh tim, vi
thudc khong phong duoc va ciing khong chira dugc, phi do nhiém doc thai nghén va thude
con 1am giam tudi mau cho nhau thai.Vi vay, trong 3 thang cubi thai ky, thudc chi dugc
dung khi bi bénh tim va khi khong c¢6 thude thay thé, chi vé6i lidu thdp nhét trong thoi gian
ngan.

- Phu ni¥ cho con bu:

Dung furosemide trong thoi ky cho con bu c6 nguy co trc ché tiét sira. Truong hop nay
nén ngumg cho con bu.

Anh hwéng cia thudc ddi véi cong viée (ngwoi vin hanh may méc, dang lii tau xe,
ngwoi lam viéc trén cao va cic truong hop khac):

Mét moi, dau dau co thé xay ra khi dung thudc nén than trong khi van hanh may moc, tau
Xe.

14/- Khi nio cin tham vén béc sy, dwoc s¥:

- Phu nit mang thai va cho con bu.

- Ngudi bénh phi dai tuyén tién liét hozc tiéu kho.

Néu can thém thong tin xin hoi y kién bac sy hoic duogc s§.
15/- Han dung ciia thudc: 36 thang ké tir ngay san Xudt.

) CQNG TY CPDP TIPHARCO
A"B 15 Doc Binh Kiéu, Phuong 2, TP. M§ Tho, tinh Tién Giang
TIPHARCO DT: 073.3871.817 Fax: 073.3883.740.

16/- Ngay xem xét swa 661, cap nhat lai noi dung hwéng dén sir dung thube:
La ngay dugc cap s6 dang ky lvu hanh thUOC: v,

HUONG DAN SU DUNG THUOC CHO CAN BQ Y TE

1/- Céc dic tinh dwgc lwe hoc, dwge dong hoc:

Dwoc lue hoc:

Nhom dugec ly: Spironolactone: Thudc loi tiéu khang aldosteron.

Furosemide: Thubc loi tiéu quai
Ma ATC: Spironolactone: CO3DAO01
Furosemide: CO3CAO01

Furosemide:

- Furosemide 1a thudc 1¢i tiéu din chit sulfonamid thudc nhoém tac dung manh, nhanh, phu
thudc liéu lugng. Thudc tac dung & nhéanh 1én cua quai Henle, vi vdy dugc xep vao nhém
thude loi tiéu qua1 Co ché tac dung chu yéu cua furosemide 12 ché hé thdng dong véan
chuyén Na“, K', 2CI", & doan day cta nhénh 1én quai Henle, lam tang thai trir nhimg chat
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dién giai nay kem theo tang bai xuit nude. Ciing c6 su ting dao thai Ca” va Mg Tac
dung loi tiéu cua thubc manh, do d6 kéo theo tac dung ha huyét 4p, nhung thuong yéu. O
ngudi bénh phu phdi, furosemide gdy ting thé tich tinh mach, do d6 1am giam huyét 4p tién
ganh cho thét trai trudce khi thiy rd tac dung loi tiéu.

Spironolacton:

- Spironolactone 1a chat d6i khang mineralocorticoid, tac dung qua viéc trc ché canh tranh
voi aldosteron va cc mineralocorticoid khéc, tic dung chu yéu ¢ ong luon xa, két qua la
tang bai tiét natri va nudce. Spironolactone lam giam bai tiét cac ion kali, amino (NH4 ) va
H'. Ca tac dung loi tiéu va chbng ting huyét 4p déu qua co ché d6. Spironolactone bit dau
tac dung tuong d6i cham, cin phai 2 hodc 3 ngay méi dat tac dung tbi da va thude giam tac
dung cham trong 2 — 3 ngay khi ngimg thudc.

- Spironolactone va cac chat chuyén hoa chinh cua né (7 alpha — thiomethyl —
spironolacton va canrenon) déu c6 tic dung khang mineralocorticoid.

- Spironolactone lam giam ca huyét 4p tdm thu va tim truong, tac dung ha huyét ap t6i da
dat dugc sau 2 tudn diéu tri. Vi spironolactone 1a chit d8i khang canh tranh v&i aldosteron,
lidu dung can thiét dugc didu chinh theo dap tmg diéu tri. Tang aldosteron tién phat hiém
gdp. Tang aldosteron thir phat xay ra trong phu thir phat do xo gan, hdi ching than hu va
suy tim sung huyét kéo dai va sau khi diéu tri v6i thube loi tiéu thong thuong. Tac dung loi
tiéu duoc tang cuong khi dung phdi hop véi cac thude loi tiéu thong thuong, spironolactone
khong gay tang acid uric huyét hogc tang glucose huyét, nhu da xay ra khi dung thudc loi
tiéu thiazid liéu cao.

Duwgc dong hoc:

Furosemide:

- Furosemide hép thu tt qua dudong udng, tac dung loi tiéu xuét hién nhanh sau % gio, dat
ndng d6 t6i da sau 1 — 2 gid va duy tri tac dung tir 4 — 6 gid. Tac dung chéng ting huyet ap
kéo dai hon. Vi ngum bénh phu néng, kha dung sinh hoc cua thudc giam, c6 thé do anh
hudng truc tiép cua viée giam héap thu duong tiéu hoa.

- Su hép thu cta furosemide c6 thé kéo dai va c6 thé giam bai thire an. Mot phan ba lugng
thudc hip thu dugc thai trir qua than, phan con lai thai trir qua nudce tiéu, chil yéu duéi dang
khong chuyén hoa, thudc thai trir hoan toan trong 24 gio.

- Furosemide qua dugc hang rao nhau thai va vao trong sita me.

Spironolacton:

_Spironolactone duoc hép thu qua duong tiéu hoa, dat ndng do tdi da trong mau sau khi
udng 1 gid, nhung van con véi ndng do c6 thé do duoc it nhat 8 gior sau khi udng 1 liéu.
Sinh kha dung tuong dbi 1a trén 90% so véi sinh kha dung cta dung dich Spironolactone
trong polyetylen glycol, dang hap thu tdt nhat. Spironolactone va céc chét chuyén ho4 cua
n6 dao thai chi yéu qua nudc tiéu, mdt phan qua mat.

Chi dinh, liéu ding, cich ding, chéng chi dinh:

Chi dinh:

- Mityus dugce chi dinh trong diéu tri phit do cuong aldosteron thir phat, bao gdm suy tim
sung huyét man tinh va xo gan.

- Mityus nén str dung cho nhiing truong hop da diéu tri dai ding, khong hiéu qua véi chi
mdt thudc 1oi tiéu & lidu thong thuong.

- Sir dung Mityus trong bénh tang huyét 4p vo cin nén han ché & nhitng bénh nhan cudng
aldosteron dién hinh.

- Mityus chi nén st dung cho nhitng bénh nhan da dugc xac dinh la phu hop ting thanh
phén riéng lé.

Liéu ding va cich dung:

Liéu thong thuong:
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- Ngudi 16n: Udng 1 — 4 vién/ngay.

- Tré em: Thudc nay khéong thich hop str dung cho tré em.

- Nguoi cao tudi: Furosemide va Spironolactone c6 thé dwoc dao thai cham hon & nguoi
cao tuoi.

- Nén udng ca vién. Udng t6t nhat vao bita 4n sang va/hodc an trua voi 1 ly nude. Khong
nén udng vao budi tdi dac biét 1a trong qué trinh diéu tri ban dau, do 1am ting lwong nudce
tiéu vao ban dém.
Chong chi dinh:

- Man cam véi furosemide va v6i cac din chét sulfonamid (sulfamid chita déi thao dudng),
spironolactone hogc voi bt cir thanh phén nao cia thude.

- Tinh trang tién hon mé gan, hdn mé gan.

- V0 niéu hoic suy than do céc thudc gy doc dbi voi than hodc gan.

- Suy than cép, suy than ning, tang kali huyét.

3/- Céc truwong hop thﬁn trong khi dung thudc:

Cic tinh trang can thin trong:

- Than trong v6i nhitng ngudi bénh phi dai tuyén tién liét hodc tiéu khé vi co thé thuc day
bi tiéu tién cap.

- Tinh trang c¢6 nguy co ting kali huyét nhu khi suy giam chtrc ning than va khi phéi hop
v6i cac thude loi tiéu thong thuong khéac. Toan chuyén hoa do tiang clor méau c6 thé hdi phuc
(thuong di kém véi tang kali huyét) co thé xay ra trong xo gan mét bu di chic nang than
binh thudng.
Cic khuyén cdo dung thudc cho phu ni ¢6 thai va cho con bu:

- Phu ni¥ co thai:

Céc thudc loi tiéu noi chung chéng chi dinh & ngudi mang thai, trir khi bi bénh tim, vi
thudc khong phong duoc va ciling khong chira dugc, phi do nhiém ddc thai nghén va thudc
con 1am giam tuéi mau cho nhau thai.Vi vy, trong 3 thang cudi thai ky, thudc chi dugc
dung khi bi bénh tim va khi khong c6 thubc thay thé, chi véi liéu thdp nhat trong thoi gian
ngan.

- Phu nit cho con bu:

Ding furosemide trong thoi ky cho con bt ¢6 nguy co trc ché tiét sita. Truong hop nay
nén ngung cho con bu.

Anh huéng cia thudc ddi véi cong viée (ngwdi vin hanh miy méc, dang lii tau xe,
nguoi lam viée trén cao va cac trueong hop khac):

Mét moi, dau dau c6 thé xay ra khi dung thubc nén than trong khi van hanh may méc, tau

Xxe.
4/- Twong tic cia thudc véi cic thudc khic va cic loai twong tic khic: )
- Tuong tac thudc c6 thé xay ra khi ding furosemide phdi hop véi cac thude sau:

+ Cephalothin, cephaloridin vi tang dc tinh cho than.

+ Mubi lithi 1am tang nong do lithi/huyét, c6 thé gy doc. Nén tranh dung néu khong

theo dai dwoc lithi huyét chat ché.

+ Aminoglycozid lam tang dgc tinh cho tai va than.

+ Glycozid tim lam tang doc tinh do ha K" méau. Can theo ddi kali huyét va dién tam do.

+ Thubc chbng viém phi steroid lam giam tac dung loi tiéu.
+
+

Corticosteroid lam tang thai K.
Céc thude chira dai thao duong c6 nguy co giy tang glucose huyét. Cén theo doi va
diéu chinh liéu.
+ Thudc gifin co khong khir cuc 1am ting tac dung gidn co.
+ Thudc chéng dong lam ting tic dung chong dong.
+ Cisplatin lam tidng ddc tinh thinh giéc.
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+ Cac thudc ha huyét ap lam tang tac dung ha huyét ap. Néu phdi hop can didu chinh
liéu.
+ Dic biét khi phbi hop voi thude e ché enzym chuyén angiotensin, huyét ap c6 thé
glam nang.
- Su dung dong thoi §pironolactone v6i cac chat e ché enzym chuyén (ACE — 1) ¢6 thé
dan té1 “tang kali huyét” nang, de doa tinh mang, dac biét & ngudi ¢ suy than. Tac dung
chéng déng ciia coumarin, hay dan chét indandion hay heparin bi giam khi dung cung véi
spironolactone. Cac thudc chong viém khong steroid, dic biét 1a indomethacin lam giam tac
dung chéng tang huyét ap ciia spironolactone. Str dung ddng thoi lithi va spironolactone c6
thé dan dén ngd doc lithi, do giam do thanh thai. Sir dung dong thoi cac thude c6 chira kali
v6i spironolactone lam ting kali huyét. Nira doi sinh hoc cua digoxin va cac glycosid tim ¢
thé tang khi ding dong thoi Véri spironolactone.
5/- Téac dung khong mong mudn (ADR):
- Thuong gap, ADR > 1/100: Giam thé tich mau trong truong horp lidu phap diéu tri lidu
cao, ha huyet ap thé dung, giam kali huyet giam natri huyét, giam magnem huyet giam
calci huyét, ting acid uric huyét, nhiém kiém do giam clor huyét, mét méi, dau dau, liét
dwong, ngu ga, tang prolactin, to va dan 6ng, chay sita nhiéu, réi loan kinh nguyét, mt
kinh, chay mau sau man kinh.
- Jt gap, 1/1000 < ADR < 1/100: Budn ndn, ndn, rdi loan tiéu hod, ban dd, ngoai ban, may
day, chudt rut/co thét co, ting creatinin huyét thanh.
- Hiém gap, ADR < 1/1000: Giam bach cau, giam tiéu cau, mét bach cau hat, ban da, viém
mach, di cam, ting glucose huyét, glucose niéu, U tai, giam thinh luc c6 héi phuc (¢ liéu
cao).
6/- Qui liéu va cach xir tri:
Furosemide:
- Triéu chimg: M4t cin bang nudc va dién giai bao gdm: dau dau, yéu co, chudt rut, khat
nudc, huyét ap tut, chan an, mach nhanh.
- Xir tri: Bu lai lwong nuée va dién giai da mét.
Spironolactone:
- Triéu chung: Lo lng, 13n 16n, yéu co, kho thé.
- Xir tri: Rura da day, dung than hoat. Kiém tra can bang dién giai va chirc nang than. Diéu
tri hd tro. Néu tang kali huyét c6 thay doi dién tam dd: Tiém tinh mach natri bicarbonat, calci
gluconat; cho udng nhua trao d01 ion (natri polystyren sulfonat — biét dugc Kayexalate...) dé
thu giir cac ion kali, lam giam ndng do kali mau.

Ngdy 2! thang ' nim 2016
K. TONG GIAM POC

2w/

TUQ.CuC TRUGNG
P TRUONG PHONG

q ¢ Mint 4, Hus g



