R Thude niy chi ding theo dom thude
SIFUL
Vibn nén phong thich kéo dAl 10 mg
D xa tdm tay ¢ om. Doc ky homg diin trieic khi diing

1. THANH PHAN CONG THUC THUOC,

M3i vién nén chia

Thanh phin diee chdr

Alfuzosin Hydrochloride 10 mg

Thanh phdn td diegre. Colloidal Silicon Dioxide, Hydrogenated eastor ofl,
Mannitol, Fudragit 1100, Methocel K4M, Ethocel, Yellow iron oxide
Magnesium stearnte

2. DANG BAO CHf:

Vién nén phong thich kéo da

Vién nén ron miu ving nhat, duge khe "STD" trén mot mat vi *177" trén
mit eon lpi

A CHi DN

Didu tef trigu ching co nang cua phi dgi lanh tinh tyén tién ligt

18 o didu trj trong truomg hop bi tiéu cip phai dt dng thong tiéu do phi
i 1anh tinh tyén ||1n ligt

4. CACH DUNG, LIEU DUNG:
dch. H

Phai nudt tron vién thude vii mot ly nuée. Khong dige be, cln, nhai, dip
nithodic nghidn thanh bot

Néu quén ding ALSIFUL vién nén phong thich kéo dai 10 mg: Khong duge
ting ghp doi hiu chi dinh dé bu li lidu dii quén

ue\x‘xm

< Dicu trj tri¢u chimg co ndng cua phi dai lanh tinh tuyén tién ligt: Lidu
Khuyén cdo 14 1 vién 10 mg/ngdy, ngay sau bira in tdi

- Dicu trj h g bi tiéu elip: O benh nhin tr 65 i trd 1én, udng 1 vién 10
my/ngdy sau bira n trong 3 - 4 ngdy. Nghia 14 didu tri o ngdy ddu tién djt
bng thong tiéu, kéo dii 2 - 3 ngiy rong thori gian At dng va 1 ngdy sau khi
rit dog thong tidu

Vi higu qui cta alfuzosin chua duge chimg minh ¢ tré em tic2 - 16 tbi (xem
phin Dic tinh Duge e hoc), khong sit dung thube niy cho tré em.

5. CHONG CHI D|NH:

- Miin cam véi alfuzosin hofic blt ky 4 duge nio cia thude
- Tién sur ha huyét ap thé dimg.

- Phéi hgp véi che thube chen thy thé alpha 1 khac

- Suy gan

6. CANH BAO VA THAN TRONG KHI DUNG THUOC:
Nhu cac thude chen alpha | khic, ddi véi mot sé ngudi, dic biét 1 nhim;
bénh nhin di didu trj v6i cde thude lim ha buyét dp hoge nitrat, thi ¢6 the ¢
khuynh huomg ha huyét ap tu thé trong vai gic dhu sau khi dung thude, ¢6
hodic khong ¢6 tri¢u chimg (chong mit, mét mdi, toat md hoi). Néu trudng
hop ndy xiy ra, bznh nhin cin ndm xudng cho dén khi cdc tri¢u chimg ndy
hodn toin bién mit.
Nhimg tac dyng ndy 14 thoang qua, xudt hign khi bit du diéu tr vi thuomg
khong ngn cin vige tiép tuc dicu tr. Tut huyét dp 1 rét dil dwge bio cio
trong gidm sat hiu mfii & benh nhin c6 cde yéu td nguy co tir trade (nhw
bénh tim viv’ hodic diu trj dong then vén thude ching ting huyét dp, xem
phan Tac dung khong mong muon ciia thuoc). Nguy o tién trién ha huyét dp
it phan img bit gi lién quan cao hon & bénh nhan cao tudi. Bénh nhin nén
duge canh bo vé kha ning co thé ¢6 cac tngu chimg ndy.
Nhu tht ci cdc thue chen thy thé alpha 1, alfuzosin nén duge sir dyng thin
|rX.ng G bénh nhin suy tm chp tinh.
Cin thin trong khi ding ALSIFUL vién nén phéng thich kéo dai 10 mg cho
bénh nhin co dap img ha huyét ap rd rét vi mot thude chen alpha 1 khic.
Nén bt dd diéu tn w i & nhimg bénh nhin qua mén véi thuoe chen alpha
1. ALSIFUL vién nén phong thich kéo dai 10 mg nén duge ding cdn thin
cho nhimg b¢nh nhin dang duge didu trj bing thube hy huyét dp hojic nitrat
(xem phan Tinmg tic, neong ky ciia thuoc). Can theo doi huyét op thuomg
xuyén, dic biét vio lic bit diu didu t
Bénh nhin vér khoang QT kéo dai bim sinh hofic ¢6 tién sir vé QT kéo dii
holic nhimg ngui dang dung thube d3 biét lam ting khoang QT nén duge
danh gid trudc v trong khi dung alfuzosin.
Kha ning cirong cimg bit thuong va chimg cwong dwong vt di duge bio
cdo véi thube chen alpha | bao gdm alfuzosin trong kinh nghiém hiu mii.
Néu chimg cuong dwong vit khong duge diéu tri ngay 1ip tirc, n c6 thé din
dén t6n throng mo duomg vit va mit kha nang vinh vién, do 6 bénh nhin
chin tim Kiém sy tro giop y 1¢ ngay |gp tirc (xem phdn Tac dung khong mong
muon cua thuoc).
O nhimg bénh nhin cd bénh mach vanh, phai tiép tuc diéu trj dic hi¢u suy
mach vinh. Trong trudmg hgp dau thit ngye xdu hon hojc ti phat, phai
ngung diéu trj vén alfuzosin.
Vi khong co dif li¢u an todn 1im sing sin c6 & nhimg bénh nhin suy thin
niing (49 thanh thai creatinin < 30 ml/phit), alfuzosin 10 mg dang vién nén
phong thich kéo ddi khong nén ding cho nhom bénh nhén ndy.
Phai thong bio cho bénh nhn biét 14 cin phai nudt tron vién thude. Khony
duge cin, nhai, djp ndt hodc nghién thanh bot. Nhimg dong tic nay c6 th
din dén phong thich vi hip thu thude khong phit hop, hiu qua 1 c6 kha
niing sm xdy ra cic tic dung khong mong mudn.
Hi chimg mém méng mit trong phiu thut (IFIS, mot bién thé cua hoi
chimg déng tir nho) dd duge ghi nhin trong thin gian phiu thujt chimg dyc
thiy tinh thé & mgt vi bénh nhin trude do hoic gin diy ¢6 dung cdc thude
chen alpha 1. Mic du nguy co cua bién ¢6 nay véi alfuzosin xudt hi¢n rit
u..f:. cdc bic si nhiin khoa nén duge thng bao trrde phiu thuit duc thiy
tinh thé vé vige sir dung céc thube chen alpha 1 & hién tai hodic qua khir, vi
IFIS 6 thé lam ting nguy co bién chimg do thi thudt. Cdc béc si nhin khoa
nén duge chuiin bi cho vige ¢6 thé phai diéu chinh k§ thuit phiu thujt cia

ho.
ALSIFUL vién nén phong thich kéo dai 10 mg chira diu thiu diu hydro hoa
<6 thé gy dau bung Va tiéu chiy.

7. SU DUNG THUOC CHO PHY NU' CO THAI VA CHO CON BU:
Khong ap dung, do chi dinh cua thube.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN

H MAY MOC:
Khong c6 san dit ligu vé dnh huong cia thube 1én kha ning 1di xe. Céc phin
{mg bit Igi nhu chong mat, hoa mat vi suy nhrge c6 thé xdy ra chi yéu vio
ltc bit dhu diéu trj. Cdn cin nhic ding thube khi bénh nhin dang 14i xe hoje
viin hinh may moc -

9. TUONG TAC, TUONG KY CUA THUOC:

p
- Céc thude chen thu the alpha 1-adrenergic (xem phin Chong chi djnh).

61 in cin nhiic:
?Thu& ha huyétap (em phan Canh bao va thin trong Khi diing thudc).
- Che nitrat (xem phan Canh béo va thin trong khi ding thuoc).
- Cic chit irc ché manh CYP3IA4 nhu ketoconazol, itraconazol vi ritonavir.
Dang 1ap lai 200 mg ketoconazol hang ngay, trong 7 ngdy din dén ting 2,1
140y v thing 2,5 lin phoi nhiém véi alfuzosin 10 mg khi ding mot liéu
duy nhit trong trang thdi no (bifa n gidu chit béo). Céc thang so khdc nhu
fue Vi 1 khong thay déi
Coe vit AUC cu alfuzosin 10 mg, khi ding mt liéu duy nhit trong trang
thii no, tang tromg tng 2,3 lin va 3.0 lin sau khi dng 1p i 8 ngdy
Ketoconazol 400 mg/ngdy (xem phdn Dic tinh dwge ding hoc).
Viée sir dung thude giy mé todn thin cho bnh nhin dang ding ALSIFUL
vién nén phong thich kéo dii 10 mg ¢6 thé giy tut huyét ap. Khuyén cdo
ngimg thudc 24 gid trrde khi phiu thudt.
Ciic loal tong tic khic:
Khong c6 tuong thc duge lue hoe hay duge ddng hoc da duge quan sit Il\‘dy
& ngun tinh nguyén khoe manh ding dong théi alfuzosin va céc loai thude
sau warfarin, digoxin, hydroclorothiazid vi atenolol.

10. TAC DUNG KHONG MONG MUON CUA THUOC:

Phiin nhom theo tdn sudt xufit hign: rit thuomg gip (ADR > 1/10); thuémg
ip (1/100 < ADR < 1/10); it tpémooos ADR < 1/100); hiém gip
(1710000 < ADR < 1/1000); rit hiém gdp (ADR < 1/10000); khong ro
(khong thé danh gid tir dit ligu sin c6).

“Trong mbi nhom tin sudt, cic phan img bt lgi duge trinh biy theo trinh ty
gidm diin mire Ao nghiém trong

Bang tom tdt cac phan g c6 hai
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11. QUA LIEU VA CACH XU TRi:

Trong tnrémg hop qua liéu.

niim ngira. Tién hanh xir tri tut huyét 4p thong thuemg
Trong truémg hop ha huyét ap déng ké, diéu tri khic phuc thich hap c6 thé 1a
mt chiit co mach tic dong tric tiép trén cac sei co mach méu. Do kha ning

hn két vén protein cao nén alfuzosin rit kho bi thim tich

12. DAC TINH DUQC

Nhom duoc
Ma ATC. G

Alfuzosin 1d mt din xuit quinazolin c6 hoat tinh, dung duém;

/€ HOC
1 Thudc 861 khang thy thé alpha-adrencrgic

04CA01

. bénh nhén cin duoc dua dén bénh vién o tu thé.

g udng No la

mot chit ddi khing hoat dng ngoai bién, chon loc trén thy thé alpha 1-
adrenergic hiu synap.
Cac nghién ciu duge 1§ in vitro dd ghi nhin 46 chon loc cua alfuzosin trén
cic thy thé alpha 1- adrenergic tai tuyén tién ligt, ddy bang quang va nigu

dao tuyén ti

én ligt

Biu hign lim sing cua phi dai tuyén tién 1iét Lanh tinh ¢ lién guan dén tic
nghtn c6 bang guang gy ra ban i yéu 16 @ai phiu (finh) va yeu 16 chire
niing (ddng). Y¢u 16 chirc nang ciu thanh su tic nghén bit ngubn tir sirc cang
cua co trom tuyén tién 1igt qua trung gian thy thé alpha-adrenergic. Hoat hoa
cac thu the alpha 1- adrenergic sé kich thich co o trom, do do lam ting
truang lyc fuyén tién 1iét, vo bao tuyén tién hét, niu dao tuyén tién liét va

iy bang quang, do d6 tang sirc cin dbi v

déng chay ra cua bing quang

Dicu niy din dén tic nghén dong chay ra v kha ning mét on dinh bang.
quang thi phit )
Phong bé alpha lim giim tic nghén ¢4 bing quang thang qua tic dng trve

tiép trén co

trom tuyén tién ligt

Cac nghicn ciru in vivo & dong vat da chi ra alfuzosin lm gidm ap luc ni¢u
dao, do vy Jam gidm sirc can déi vén nigu dong khi di tiéu. Hom nira,
alfuzosin itc ché dap img ting tnrong lue cta ni¢u dao d€ dang hom so v
dap img ting trwong lye cua co mach mdu. Cac nghién cinu cing cho thiy
tinh chon loc cua alfuzosin trén duong niéu & chudt co  thirc, huyét p binh
thuimg bing cich giam dp luc niéu dao @ nhim licu khong anh huong dén

huyét dp.

O ngudn, alfuzosin cii thi¢n cic thong s bai tiét bing cich 1im gidm tnromg
Iue niéu dao, gidm sirc can dong tiéu ra vi tao diéu kign cho rdng bing

quang.

Tit nhimg nghicn cuu 6 dbi chimg v gia duge trén bnh nhin bi phi dai

lanh tinh tu)

yén tién ligt, cho thiy alfuzosin

- Lam tang c6 y nghia toc 6 dinh dong tiéu (Quu) Vi mirc trung binh 1a
30% & nhimg bénh nhn ¢6 Q. < 15 ml/gidy. Su céi thién ndy duge ghi
nhin ngay tir iéu diu tién
- Lam gidm c6 § nghia 4p sult ddy ra vi lam ting thé tich nude tiéu, khoi
phuc cam gidc mudn di ticu
- Lam giam c6 § nghia thé tich nude tidu ton du.
Cac tic dong méu dong hoc thudn lgi nay Lim cai thién cac trigu chimg
Quimg tiéu dudi. bao gom cic tri¢n chimg kich thich va tic nghen. Alfuzosin
<6 tic dung ha huyét ap & mic 6 trung bioh X
Tin sudt bi ticu cip (AUR) quan sat thay & bénh nhin duge diéu tri bing
alfuzosin thip hom so véi & bénh nhin Khong duge diéu tri bang alfuzosin
h

Bi tiéu ciip
Trong ngh

(lién quan dén phi dai lanh tin}

ivén tién liét):
én ¢l ALFAUR, hi¢u qua cua alfuzosin doi véi viée khor phuc

i
Kha ning di tiéu binh thutmg 83 duge dinh gid trén 357 nam gici trén S0
tudi, c6 xay ra tinh trang bi tiéu cip lin déu tién, lién quan dén phi dai lanh
tinh tuyén tién iét. Trong nghién cinu hai nhom song song. mir doi, ngiu
nhién, da trung tim nay, so sanh alfuzosin 10 mg/ngay vi gia duoc, vige
dinh id di tiéu dugc tién hinh 24 gidr sau khi riit Gng thong tiéu, vio budi
sang sau 2 - 3 ngdy dicu trj
& nam g6 tir 65 fudi tror Ién, alfuzosin lam ting dang ké ty 1¢ di tiéu ty phat

thinh cong

Nghién céu ALFAUR: Ty I¢ phan trim bénh nhan (s
phan bb ngiu nhién ban diu) di tiéu thanh cor

sau khi it dng thong tiéu. Khong co lgi ich nao dugc thiét lap &
nhimg bénh nhin du 65 tudi hodc néu diéu tri kéo dai hon 4 ngay.

quin thé nghién ciny

¢ sau khi rit éng thong tidu

Tudl Placebo | Alfuzosin | Khc bigt twong | p
N (%) N (%) 46i véi placebo
95% C1
: __
S |5 | swoer | 12009 10| 000
DUGTE | 3y rsame | ss(aavy | 097 @77 132) | 080
wor BT 4%
Tatca
enhohin | o q7.800) | 146 601.9%) | 1290104 1.60) | 0012

(50 tudi tror

lén)

B“"“‘{f hi 3 3 s
Thutce khong dugc chi dinh cho tré em (vem phan Cach ding, lieu ding)
Hiéu qua cua alfuzosin hydroclorid da khong duge chimg minh trong hai
nghién cint duge tién hanh @ 197 bénh nhin tir 2 dén 16 tudi bi dp lye ri
nuoc tiéu cao (LPP > 40 cml1,0) do nguyén nhin thin kinh. Cac bénh nhin
duoe diéu tri bing alfuzosin hydroclorid 0.1 mgkg/ngiy hofic 0.2
‘my/kg/ngdy (sit dung cong thire phi hgp cho tré em)

13.DACT

fNH DUQC PONG HQC:

Cong thirc vién phong thich kéo dai:

Hip thu

Gid trj trung binh cua sinh kha &lxng tuong doi 14 104
widi phong tic th (2,5 mg x 3 1

S0 vai cong thire
ningiy) & ngudi tinh nguyén khoe manh

trung nién. Néng do t6i da trong huyét trong dat dge 9 gior sau khi udng so
61 | gitr 46y véi cong thuc gidi phong tirc thai
Nhiéu nghién ¢ cho thiy duge dong hoe cua thude n dinh khi ding thude

sau bira {in,

“Trong trang thai 10, gid 1 Cous Vi C trung binh tuomg g 14 13,6 (SD

5.6) va 3,2 (SD

1,6) ng/ml. Gid trj AUCq54 trung binh [a 194 (SD = 75)

g giorml Nong do 6n dinh duge ghi nhin wr 3 dén 14 @io vai nhimg ndng
0 trén 8,1 ng/mi (C,.) trong 11 gidy

So von nguér tinh nguyén khoe manh trun

(Cpus Vi AL
Phin bo:

1C) khong tang & nguon cao o

ﬁ nién, cac thong sd duge dong hoc

Ty I¢ lién két var protein huyét romg khodng 90%. Alfuzosin bj chuyén hoa

phin am o gan, chi 1% thi trir qua thin dudi dang hoat chit Khang bién

A1, Hiu hét cae chit chuyén hoa (khang con hoat tinh) durge thi qua phin

(75-91%)
Chuyén hoa

CYP3A4 li cnzym gan chinh lién quan dén chuyén hoa alfuzosin (vem phin
Tieomg tac. neomg ky cria thudc)

hat trir
Thon gan bin thi 14 9,1 gior
Bénh nhin suy (hin;

G tr) trung binh Conee vi AUC ting vira phii & bénh nhin suy thin, khong B

c6 sy thay ddi vé thon gian ban thi so v bénh ahin ¢ chire nang thin binh
thucmg. Thay di niy trong ddc tinh dirge dong hoc khong duge xem 1 ¢

lién quan vé mt lim sing. Do d, khang cdn thiét higu chinh lidu
Bénh nhiin suy tim:
Dic tinh duge dong hoe cua alfuzosin khong thay doi trong tardmg hap suy

tim man

14, QUY CACH DONG GOI:
15, DIEU KIEN BAO QUAN:
16. HAN DUNG:

1gp 3 vix 10 vién
Bio quin duon 30°C, tranh anh sang

36 thing ké i ngay san xubt

17, T1RU CHUAN CHAT LUQNG: Tiéu chudn co s

18, TEN, DJA CHE CUA CU SO SAN XUAT THUOC:
2nd Plant, STANDARD CHEM & PHARM €O, LTD
No. 154, Kaiynan Road, Sinying District, Tainan City 73055, DAt Loan

Tel 18862

2523 664

Fax +886-6-636 1516

2211771 20210201




