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1. Nhan tryec ti€p trén don vi déng géi nho nha't:
a). Nhan vi 10 vién nén.
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2. Nhan trung gian:
a). Nhan hop 2 vi x 10 vién nén.
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| THANH PHAN: Mi vien nén chiia: CHI BINH, LIEU LUONG & CACH DUNG, CHONG
« SPHONOIEION - ...t 25mg  CHI DINH, TUONG TAC THUGC, TAC DUNG KHONG
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54ng.

MONG MUGN VA CAC THONG TIN KHAC: Xem
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COMPOSITION: Each tablet contains INDICATIONS, DOSAGE AND ADMINISTRATION,

- Spironolactone ...... : : 25mg  CONTRAINDICATIONS, INTERACTIONS, SIDE

- Excipients ......... AR BN R L o s.qi
STORAGE: Store in a dry place, below 30 °C, protect
from light

EFFECTS AND OTHER INFORMATIONS: Read the
package Insert. ‘

TP. Cao Lanh, ngay 727 thidng 0/ nim 2016

ONG GIAM POC -

Tran Thanh Phong

>



b). Nhan hép 1 vi x 10 vién nén.
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Spironolacton
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25 mg

25 mg

1 vix 10 vién nén
1 blister x 10 tablets

DOMEVER®

Spironolacton

THANH PHAN: MBi vign nén chita:

sdng

CHI BINH, LIEU LUONG & CACH DUNG, CHONG
CHI BINH, TUONG TAC THUGC, TAC DUNG KHONG
MONG MUGN VA CAC THONG TIN KHAC: Xem
trong té hudng din sl dyng kem thea.
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- Spi tone v 25 MY CONTRAINDICATIONS, INTERACTIONS, SIDE
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STORAGE: Store in a dry place, below 30 °C, protect package insert,
from light
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¢). Nhdan hop 10 vi x 10 vién nén.
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GMP-WHO 10 vix 10 vién nén

THANH PHAN: MBi vién nén chiia
- Spiranolacton e 25 mg
- T4 dugc - OO NOOOOOROPOPPOOOR /1 - X o
CHI BINH, LIEU LUGNG & CACH DUNG, CHONG CHI BINH, TUONG TAC THUGC, TAC DUNG
KHONG MONG MUON VA CAC THONG TIN KHAC: Xem trong t hufing din sif dung kém theo

BAD QUAN: Nai khd, nhigt do dudi 30 °C. trdnh dnh sdng

SBK .. _ _DEXATAM TAY TRE EM
TIEU CHUAN AP DUNG: TCCS BOC KY HUGNG DAN SU DUNG TRUOC KHI DUNG
CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO
66, Qudc 1030, P. M7 Phis, TP. Cap Lanh, Béng Thp " ‘,\, !
(Bat chiing nhan IS0 9001: 2008 & ISOAEC 17025: 2005) y'[

Rx

PRESCRIPTION ONLY
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DOMESCO

DOMEVER®

Spironolactone 29 M{

GMP-WHO 10 blisters x 10 tablets

COMPOSITION: Each tablet contains
- Spironolactone S— R - 25mg
- Excipients e e e TR sof
INDICATIONS, DOSAGE AND ADMINISTRATION, CONTRAINDICATIONS, INTERACTIONS, SIDE
EFFECTS AND OTHER INFORMATIONS: Read the package insert.

STORAGE: Store in a dry place, below 30 °C, protect from light

REGISTRATION NUMBER: KEEP OUT OF REACH OF CHILDREN
MANUFACTURER'S SPECIFICATION READ CAREFULLY THE PACKAGE INSERT BEFORE USE

DOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK CORP.
66, National road 30, My Phu Ward, Cao Lanh City, Dong Thap Province
(Certifiad 1S0 9001: 2008 & ISOAEC 17025: 2005)

Tran Thanh Phong



TO HUONG DAN SU DUNG THUOC

Rx r
Thuéc ban theo don

DOMEVER® 25 mg
THANH PHAN: Mdi vién nén chia:
) 028038 10) = Te1 0 s DO TSSOSO ORTRPRRTROPO 25 mg
- T4 dugc: Lactose, Tinh bdt mi, Microcrystallin cellulose PH101, Povidon K30, Natri
croscarmellose, Magnesi stearat, Natri lauryl sulfat.
DANG BAO CHE
Vién nén, dung uéng.
QUY CACH PONG GOI:
Hop 1 vix 10 vién; 2 vi x 10 vién; 10 vi x 10 vién.
CHI PINH:
- Suy tim sung huyet
- Xo' gan ¢o trwéng va phu né
- C trwéng 4c tinh
- Hoi chirng than hw L
- Chén do4n va diéu tri tang aldosteron tién phat. /LL /
LIEU LUQONG VA CACH DUNG: ‘
Cdch ding: Dung ung, udng 1 lin mdi ngay trong bira in. ‘l
Liéu diing: '
Nguwoi lon:
- Pha do suy tim sung huyé't:
Li¢u ban dau: 100 mg/ngay uong 1 lin hoiic chia thanh li¢u nhé. Liéu dao dong tir 25 mg - 200
mg/ngay. Liéu duy tri diéu chinh theo tirng nguoi bénh.
- Suy tim ngng (Do III-1V theo NYHA):
Piéu tri két hop voi liéu phip chuin nén bit diu véi liéu 25 mg/lan/ngay néu Kkali huyét thanh
< 5,0 mEq/l va creatinin huyét thanh < 2,5 mg/dl. Nhitng bénh nhin dung nap véi liéu 25
mg/lin/ngay c6 thé ting lidu 1én dén 50 mg/lin/ngay khi dwge chi dinh lam sang. Nhirng bénh
nhin khong dung nap véi lidéu 25 mg/lin/ngay c6 thé giam liéu 25 mg, udng cach ngay.
- Xo' gan cb trieéng va phit né:
Néu ti 1é¢ Na'/K" niéu 16n hon 1,0, uéng 100 mg/ngay. Néu ti 1¢ nay nhé hon 1,0, uéng 200 mg -
400 mg/ngay. Liéu duy tri diéu chinh theo tirng ngudi bénh.
-Co trmmg dc tinh:
Li¢u ban diu thong thwong la 100 mg - 200 mg/ngay. Trong nhu‘ng truong hop ndng, liéu cé
thé dwgce tang din 1én dén 400 mg/ngay. Khi phu dwge kiém sodt, lieu duy tri di¢u chinh theo
tirng nguwdi bénh.
- Hpi chikng than hu: Liéu thong thwong 13 100 mg - 200 mg/ngay. St dung spironolacton khi
chi dung glucocorticoid khong di hi¢u qua.
- Chin dodn va diéu tri ting aldosteron tién phdt:
Aldosteron c6 thé dwgc sir dung nhw mot bién phap chin dodn ban diu cho cwdng aldosteron
tién phat khi bénh nhin c6 ché d§ in binh thwong.
+ Thir nghiém dai: Uong spironolacton véi lieu 400 mg/ngay trong 3-4 tuin. Sw khic phuc
tinh trang ha kali huyét va ting huyét dp cung cip biang chirng dé chin dodn cwong aldosteron
tién phat.
+ Thir nghiém ngan Ubng splronolacton voi lieu 400 mg/ngay trong 4 ngay. Néu kali huyét
thanh ting trong sudt thoi gian uong spironolacton nhung giam khi ngung uong spironolacton,
chan dodn cudng aldosteron tién phat nén dwge xem xét.
Sau khi di chan dodn cwong aldosteron biang cic phuong phap klem tra ro rang hon,
splronolacton ¢6 thé dwgce sir dung o lidu 100 mg - 400 mg/ngay dé chuin bi cho phiu thuit.
Doi véi nhirng bénh nhin khéng thich hop dé phiu thuit, spironolacton c6 thé dwgc sir dung

-

3¥ 584
0 = -4:0\

s

+ \5
- \

£




dé diéu tri duy tri lau dai voi lieu th'ﬁp nhit c6 hiéu qua theo tirng ngwoi bénh.

Ngmn cao tudi:

Khuyen cdo biit d4u diéu trj véi lidu thip nhat va ting liéu theo yéu cau dé dat dwoc lgi ich toi
da. Nén cén than d6i véi bénh nhén suy gan va suy thin ning vi ¢6 thé 1am thay déi sw chuyén
héa va thai trir thude.

Tré em:

Litu khéi diu 1-3 mg/kg/ngay dwoe chia lam nhiéu 1in. Lidu nén dwgc diéu chinh dya trén
dap ing va dung nap.

Tré em chi dwoc diéu tri dwéi sw hwéng din ciia bac si nhi khoa. Dir li¢u siin ¢ trén tré em
con han ché.

CHONG CHI PINH:

- Man cam v0i spironolacton hodc bt ky thanh phan nao cia thude.

- Suy than cép, tén thwong thin ning, v0 niéu.

- Bénh Addison’s.

- Tang kali huyét.

- Dung ddng thoi véi eplerenon hoidc cic thube lgi tiéu giir kali. o~

- Tré em suy thén vira va ning. }/4"’ /

THAN TRONG KHI SU DUNG: ;

- Dich va chit dién gidi nén dwogc theo ddi thwdng xuyén dic biét 1a & nguwoi gia, ngudi suy thin
va suy gan ning.

- Tang kali huyet ¢6 thé xay ra & nhitng bénh nhéan c6 chirc ning than suy giam hodc dung kali qua
mirc va cé thé gdy ra cac bit thuong & tim cé thé gay tir vong. Neu tinh trang tang kali huyét
tién trlen, nén nging s dung splronolacton, va néu cin thiét can thye hién cic bign phap tich
cue dé giam kali huyét thanh tré vé binh thlr(mg

- Toan chuyén héa do tang clor huyét c6 thé hdi phuc (thuong di kém véi ting kali huyét) c6 thé xay ra
trong X0 gan mét b di chre nang than binh thuong.

- Sir dung dong thoi vm thudc loi tiéu giir kali khéc, thude trc ché men chuyén, thude chong
viém khong steroid, thube ddi khing thu thé angiotensin II, chen aldosteron, heparin, hepann
trong lugng phan tir thap hoiic céc thudc khac hoic cac truong hop co thé 1am tang kali huyét,
b6 sung kali, ché d in giau kali hoic mudi thay thé chira kali c6 thé din dén ting kali miu
nang.

- Tang uré huyét cé thé hdi phuc da xay ra khi diéu tri bing spironolacton, dic biét khi chire
nang than suy glam

- Tang Kkali huyét ¢6 thé gay tir vong. Cin theo doi kali huyét thanh & bénh nhén suy tim nang
uong spironolacton. Tranh st dung thude loi tiéu gitt kali khac. Tranh sir dung céc chit bo
sung kali & bénh nhén c6 kali huyét thanh > 3,5 mEq/l. Khuyén cdo theo doi kali va creatinin 1
tuan sau khi bit diu hoic ting liéu spironolacton, hing thing trong 3 thing diu tién, sau d6
hang quy trong mot nim va sau dé moi 6 thing. Ngirng hoiic tam ngimg diéu tri khi kali huyét
thanh > 5 mEq/l hodc creatinin huyét thanh > 4 mg/dl.

- Thube loi tiéu gm’ kali nén ding thin trong & tré em ting huyét 4p cé suy thin nhe do nguy
co' tang kali huyet.

PHU NU CO THAI VA CHO CON BU:

- Thoi ky mang thai: Spironolacton ¢6 thé diing cho ngudi mang thai khi bi bénh tim.

- Thoi ky cho con bu: Spironolacton cé thé sir dung cho ngudi me trong thai ky cho con bu.

Thén trong khi dung va cian nhic loi ich va nguy co.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Thubc ¢6 tac dung khong mong mudn thudng gip bao gdm mét moi, chéng mat. Can than trong khi
14i xe va vdn hanh may moc.

TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC:

- Sir dung ddng thoi véi cic thube giy ting kali huyét lam ting kali huyét ning.

- Spironolacton lam ting thoi gian ban thai cua digoxin, ting nong d9 digoxin huyét thanh va cin
tré dinh lwong digoxin huyét thanh. O nhirng bénh nhéin udng digoxin va spironolacton, ddp
tng véi digoxin nén dwoc theo déi hon 13 ndng dd digoxin huyét thanh, trir khi phép dinh




lu’o’ng dlgoxm da dung dwge chu‘ng minh I khéng bi 4nh hwéng béi dicu tri véi splronolacton

Néu cin thiét phai diéu chinh liéu lwong digoxin, bénh nhin nén dwoc theo doi cin thin aé
nhén biét tic dong ting hodc gidm cia digoxin.

- Spironolacton lam ting hi¢u qua cua cic thudc ha huyét 4p vi viy cin glam lidu cia cic
thudc nay khi dua splronolacton vao ché do dleu tri va sau d6 diéu chinh khi can thiét. Vi cic
thudc e ché men chuyén lam gidm sin xuit aldosteron, do dé khéng nén thwong xuyén sir
dung thudc e ché men chuyén véi spironolacton, dic bi¢t & nhirng bénh nhan suy thin ro rét.

- Carbenoxolon ¢é thé giy giit natri, vi vy lam gidm hi¢u qua ciia spironolacton, do d6 tranh
dung dong thoi.

- Céc thude chdng viém _khong steroid nhu asplrm, mdomethacm va acid mefenamic c6 thé
lam gidm hiéu qua bai tiét natri ni¢u cua thudce lgi tiéu do tre ché téng hop prostaglandin trong
thian va lam giam cac tac dung loi tiéu ciia splronolacton

- Spironolacton lam giim dap wng trén mach mdu dbi v6i noradrenalin. Can thin trong doi
v6i bénh nhan giy té cuc by hoic toan than trong khi dang diéu tri voi spironolacton.

- Trong dinh lwgng xdc dinh ham lugng flo, spironolacton cé thé can tré sw woe tinh cua cac
hop chit cé dic tinh twong tw phz’lt huynh quang.

- Spironolacton lam ting sy chuyen héa antipyrin.

TAC DUNG KHONG MONG MUON (ADR):

Chirng vi to ¢ dan ong ¢6 thé tién trién lién  quan voi sir dung spironolacton. Sy tién trién lién
quan dén ca mirc lleu lu't;mg va thoi gian dleu tri va thwong hm phuc khi ngung thuéc. Chimg
vii to & dan dng cé thé tdn tai trong mft s trwong hop nhung rat hiém.

Toan than: Mét moi.

U lanh tinh, dc tinh va khong xdc dinh (bao gom cd cdc nang va polyp): U vii lanh tinh

Tiéu héa: Roi loan tleu hoa, budn non

Miu va hé bach huyét: Giam bach ciu (bao gdbm mit bach ciu hat), gidim tiéu ciu

Gan mit: Chirc ning gan bit thu’o’ng !
Chuyén héa va dinh dwong: Réi loan dién giai, ting kali huyét ._ Al
Co xwong: Chudt rit ﬂ/@ﬂ”/ .

Than kinh: Chéng mat i

Tdm thdn: Thay d6i ham mudn tinh duc, 1in 16n t:
Sinh sdn va tuyén vii: Réi loan kinh nguyét, dau ngue

Da va cdc mé dudoi da: Hoi chlmg Stevens-Johnson (SJS), hoai tir thwong bi nhiém déc (TEN),
hoi chimg phit ban do thudc véi ting bach cau ra acid va nhirng triéu ching toan than
(DRESS), rung téc, rim long, ngira, phat ban, ndi mé day.

Thdn va tiét niéu: Suy thin cap

Thong bao cho bac st nhimg tac dung khoéng mong mudn gip phai khi sir dung thude.

QUA LIEU VA CACH XU TRI

Qua liéu cap tinh c6 thé bleu hién bang budn ngu, rbi loan tam than, budn non, noén, chéng
mat hoic tiéu chdy. Cé the xdy ra ha natri huyét hoic ting kali huyet nhu’ng gan nhw khong
lién quan v6i qua lidu cap tinh. Cac tri¢u chirng caa ting kali huyét ¢6 thé biéu hién nhw di
cam, yeu ot, liét co hoac co thiit co' va c6 thé khoé phéan blet trén lam sang véi ha kali huyét.

Thay d6i dién tim dd 1a d4u hiéu cu thé sém nhat cia roi loan kali. Khong c6 thudc giai doc
dac hleu Cic triu ching c6 thé cai thu;n sau khi nglrng thude. Céc bién phap hé trg chung
bao gom bu dich va chat dién glal co the dwgc chi dinh. Don v6i ting kali mau, cin giam lwgng
kali dwa vao co thé, udng thudc loi tiéu bai tiét kali, truyén tinh mach glucose véi insulin tic
dung ngin hodic udng nhwa trao doi ion.

DUQC LUC HOC:

- Spironolacton 1a chit d6i khang mineralocorticoid, tac dung qua viée trc ché canh tranh voi
aldosteron va cac mineralocorticoid khac, tac dung chu yéu & 6ng luon xa, két qua 1a ting bai tiét
natri va nudc.

- Spironolacton lam giam bai tiét cac ion kali, amoni (NH;") va H'. Ca tac dung loi tiéu va chéng
ting huyét ap déu qua co ché doé.

- Spironolacton bt diu tac dung tuong d6i chim, cin phai 2 hodc 3 ngdy méi dat tac dung tbi da va




tl}uéc giam tac dung chdm trong 2 - 3 ngay khi ngimg thude. Vi vdy khong dung spironolacton khi
can gdy bai niéu nhanh.

- Su tang bai tiét magnesi va kali cta cac thude loi tiéu thiazid va loi tiéu quai (furosemid) sé& bi
giam khi dung dong thoi voi spironolacton.

E Splronolacton va cac chit chuyén hoa chinh cua né (7 alpha - thiomethyl - spironolacton va
canrenon) déu c6 tac dung khang mineralocorticoid.

- Spironolacton lam giam ca huyét 4p tdm thu va tim truong, tic dung ha huyét ap toi da dat dugc
sau 2 tuan diéu tri. Vi spironolacton 1a chét d6i khang canh tranh voi aldosteron, liéu diing can thiét
dugc diéu chinh theo dap tmg diéu tri. Tang aldosteron tién phat hiém gap. Tang aldosteron thir phat
xdy ra trong phu thir phat do xo gan, hi chung than hu va suy tim sung huyét kéo dai va sau khi
diéu tri véi thude loi tiéu thong thuong.

- Téc dung loi tiéu duoc ting cudng khi ding phdi hop vé6i cac thude loi tiéu thong thuong,
spironolacton khong gdy tang acid uric huyét hoic tang glucose huyét, nhu da xay ra khi ding thube
loi tiéu thiazid lidu cao.

DUQC PONG HOC:

Spironolacton dugc hép thu qua duong tiéu hoa, dat ndng do tdi da trong mau sau khi ubng 1 gio,
nhung van con voi nong d6 co thé do duoc it nhit 8 gid sau khi ubng 1 lidu. Sinh kha dung tuong
doi a trén 90 % so v6i sinh kha dung cua dung dich spironolacton trong polyetylen glycol, dang hap
thu t6t nhat. Spironolacton va céc chat chuyén hoa ciia né dao thai chu yéu qua nudc tiéu, mot phan
qua mat.

BAO QUAN: Noi khd, nhiét do du6i 30 °C, tranh 4nh séng.

HAN DUNG: 36 thang ké tir ngay san xudt.

THUOC NAY CHI DUNG THEO PON CUA BAC SI. .

POC KY HUONG DAN SU DUNG TRUGC KHI DUNG. },/

NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI.

DE XA TAM TAY TRE EM.

NHA SAN XUAT VA PHAN PHOI ) N
@i CONGTY coO PHAN XUAT NHAP KHAU Y TE DOMESCO on
Dia chi: S6 66, Quoc 19 30, Phuong My Phu, TP. Cao Lanh, BPong Théap k |
DOMESCO Dién thoai: 067. 3851950 </l
TP. Cao Lanh, ngay ) thang (2 nam 2016 7
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