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MEDOVIGOR
Sildenafil Citrate 50

Dqc ki huong din sirdungtruoc khi ding.
DG xatdm taytrd em.
Th6ng bdo ngay cho bdc si hojc duqc sir nhtrng tdc dqtng khong mong
mu6n gap phdi khi s[rdqtng thu6c.

Thinh phin:
Hoat ch6t
M6ivien n6n bao phim chua Sildenafil Citrat 50mg.
T6 duoc.
Microcrystaline Cellulose (pH-102), Croscarmellose Sodium, Magnesium
stearate, Pharmatose 21, Sodium starch Glycolate, Colloidal Silicon Dioxide,
Talc, lndico carmine lake, HPMC-E15, Methylene Chloride, Propylene glycol,
Titanium Dioxide, lsopropyl alcohol.

Deng bio ch6: vi6n n6n bao phim
M6td dqng bdo ch6: Vi6n n6n, hinh thoi, thuon, bao phim, mau xanh bi6n.

Chi dinh:
Dugcchidinh di6u tri r6i loan chOc ning cuong duong.

C6ch dtng,lidu dirng:
G6ch dtng

mg khi

th6y thu6c phdi chO f toi nhirng bQnh nh6n co tinh trang bQnh tf md co th6 bi
dnh hudng bditdc d_ung ndy va dq9 biet khi co th6m hoat dgng tinh duc. Nhftng
b€nh nhan co cdn tr& dong Lrray tnat tr6i (vi du hgp dqng macti chrl, b€nh co tiil
phi dqi tic ngh6n) hay-mic hOi chong teo da rre tnong (syndrome of murtipre
system ltrqqly).ld nh0ng b€nh nhdn co ting m5n cdm voi c6c. yeu to giin
mach, bi6u hign bing sqr suy gidm trAm trong khE ning khong cne huyet a-p tU
dqng ld nh[rng nguoi c6n phdi r6t c6n nhic khi di6u tri.
BOnh th6n kinh thi giSc thi6u m6u cr;c bQ khong do dQng mqch (NA|ON), mOt
b€nh hi6m gap va ld nguy6n nhdn g6y gi6m thi lqrc hoic mat tni tuc, duqc b5o
c6o hi6m gdp trong qu6 trlnh luu hdnh khi srl dqng voi c6c thui5c r?c ch€
phosphodiesterase nhom 5 (PDEs), bao gom sildenafil.
HAu hdt nhong b6nh nhdn ndy d5 c6 c6c yeu t6 nguy ccv nhu t! lQ chen thi giac
th6p so vcyi dia thi gi6c ("dia thi gi6c ting"), tr6n 50 tu6i, ti6u duong, cao huyet
6p., bQnh mqch vanh, lipid m6u cao vi h0t1hu5c Mot nghiOn c0u quln s6t d6nh
gi6 liOu rdng vi6c sfr dung g6n ddy.c0a chAt uc ch6 PDE5, nhu mQt nhom thu6c,
co li6n quan dtln vi€c kh&i phat c6p tinh NAION hay khong. Ket qud gEi 1i ring
nguy co bi NAION ting gdn g6p doitrong vong 5 chu ky b6n thdi cOa chSt uc
che PDES duqc dung. Dqra tr6n y vdn dd xuAt bin, ti le mic moi hdng nim ctla
NAION e-2,5-11,8 ca tr6n 100.000 nam gioi d0 tu6iz 50 hdng nim trong d6n s6
noi chung. Trong truong f OO mat tni lLrc dOt ngot, cAn fhuyen bQnh nhin ngung
dung sildenafil vd h6if ki6n b5c sT ngay.
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+
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C5c truong hop suy thQn n{ng (d0 thanh th6i creatinin < 30mL/ph0t ), thi li6u
n6n dung ld 25mg vi do thanh thdi cia sildenafil bi gidm & nhCrng b6nh nh6n
nqv

D6i voi bQnh nhAn suy gan: Li6u n6n dung lir 25 mg vi d0 thanh thdi crla
sildenafil bigidm d nhCrng b€nh nhdn ndy (vi du benh xo gan).
O6i vOi trt-i em: Khong dung sildenafil cho tr6 em duoi 18 tu6i.
gOivOinguoigid: Khong cAn phdidi6u chinh li6u.
O5i vOi b6nh nhAn dang phdi dung cAc thu6c kh6c: Dqra vdo m0c dO tuong t6c
& nh*ng bQnh nhAn dang dung sildenafil clong thoi voi ritonavir thi khong n6n
vugt qu6 mQt li6u don toi da ld 25 mg sildenafiltrong vong 48 gio.
Nh0ng b€nh nhAn dang dung c5c thuoc c6 t5c dqng uc ch6 CYP3A4 (vi dU
erythromycin, saquinavir, ketoconazol, itraconazol) thl liriu kh&id6u n6n dung
la25 mg.
D6 han ch6 nguy co ha huy6t 6p tu th6 trong qu6 trinh di6u tri, b€nh nhAn n6n
duqc dieu tri 6n dinh khi drirng c6c thu6c hu! o giao cim truoc khi bet dAu tri liOu
v0i sildenafil. Them vdo d6, n6n cAn nhic dirng c6c li6u sildenafilthAp hon khi
khdid6u di6u tri.

Ghting chi dinh:
MEn cdm v0i bdt cu thdnh ph6n ndo crla thu6c.
Nh0ng bQnh nhAn dang dung dding thoi c6c nitrat h0u co d bAt cu dqng ndo
hoic c6c ch6t cho nitric oxid.
Nhung bQnh nhin bi 9uy gan thQn nang, bitim mach n{ng co tn6 O5n d6n dQttir.
Nhung b6nh nh6n mAtthi luc o mgt mit.
Khong dung cho phU nir, tr6 em duoi 18 tuoi, phu nO c6 thai.

Cinh b6o vi thfn trgng khi dung thu6c:
Phdi khai th6c ti6n sfr vd kh6m l6m sdng ti mi d6 ch6n do5n r6i loan cuong
ducrng, d6 x6c dinh nh0ng nguy6n nh6n tiiim 5n vd x6c dinh huong di6u tri
thich hop.
Vi co th6 co mOt s6 nguy ccy tim mach li6n quan toi hoat dOng tinh dr;c, n6n th6y
thu6c phdichO f toitinh trqng tim mqch crla bQnh nh6n tru0c khiti6n hdnh di6u
tri roi loan cuong duong.
Khong n6n dung c5c thu6c di6u tri r6i loan cucvng duong & nam gicyi duqc
khuy6n kh6ng n6n hoqt dQng tinh dgc.
C6c bien co tim mach nghiBm trgng bao gom nh6i meu co tim, dQt tfr li€n quan
toi benh tim, loqn nhip thdt, xuAt huy6t n6o vd con thi6u m6u cqc bQ tho6ng qua
duqc b6o c5o trong gu6 trinh luu hdnh sudung sildenafil d6 dieu tri r6i loan
cuong duong HAu het nhung khong phditAt.cd c6c b9nh nhin ndy di c6 ti6n
s[r c6c yeu t6 nguy co tim mach. Nhi6u bien c6 trong s6 niy dugc b6o c6o xu6t
hiQn trong ho{c ngay sau khi hoat dQng tinh dUc, vd mOt vdi bi6n co dugc b6o
cAo xA.y ra ngay sau khi dung sildenafil md khong co hoat dQng tinh dUc. C6c
bien co kh6c dugc b6o c6o xAy ratuvdi gio d6n vdi ngiy sau khid0ng sildenafil

- vi co quan hQ tinh dUc. Khong th6 x6c dinh dugc li6u c6c bi,On c6 niy co li6n
quan tryc ti€p t0i sildenafil, hoat dOng tinh dqc, bQnh nhAn dang co bgnh tim
mach,.sLr ket hqp c5c ydu to ndy hay c6c y6u to kh5c.
MQt s6 thrl nghiQm lim sdng cho thdy rdng sildenafil co thuQc tinh giSn fach
todn th6n g6y ha huy6t 5p tho6ng qua. D6i vdi hAu h6t c6c bQnh nhAn, di6u do
co 6nh huong rAt it noac khong co dnh hu&ng gi. Tuy nhi6n truoc khi k6 don,

de gAy cLpong dau duong vQt (nhu bQnh thi6u m6u h6ng cAu hinh li6m, bQnh da
u tuy, bQnh bqch c6u).
D5 co b6o c6o vO tinh trqng cuong duong keo dii vd cuong duong khong
mong mu6n khi sfr dqrng sildenafil sau khithutic duoc luu hinh. Trong truong
hgp cucrng duo.ng k6o ddi hon 4 gio, bQnh nhin c6n dCln co sd y te d6 di6u tri
ngay lQp t0c. N6u cr.pong duong khong duqc di6u tri ngay co th6 d6n den mo
duong v6t bt ph5 h0y vd mat ffra ning vTnh vi6n.
Tinh an todn vd hiQu qud cta viQc dtng ket hqp sildenafll voi c6c ch5t uc ch6
PDES kh6c, c6c thu6c di6u tri tang huyet rip dgng mach ph6i (pulmonary
arterial - PAH) co chua sildenafil (REVATIO) ho{c c6c thu6c di6u tri r6i loan
cr,^pcrng ducrng kh6c khOng duqc nghiOn c0u, vi vQy khong n6n k6t hqp di6u tri
c5cthuoc niy.
Gidm hay m5t thinh lwc dgt ngQt cI6 dugc b6o c6o tr6n mot s6 luqng nh6 c6c
truong hqp sir dqrng c6c chat uc che PDES, bao g6m sildenafil trong c6c. thu
nghi€m lAm sing vd sau khi luu hdnh. HAu h6t c6c b€nh nhin niy c6 c6c y6u t6
nguy ccr OOi vOi viQc gi6m hay m6t thinh h.rc dQt ngQt. Khong thiet lap dugc mrii
quan hQ nhAn qud giCra viQc sr) dUng c6c ch6t rlc ch6 PDES vd vi€c gidm hay
m5t thinh lUc dOt ngot. Trong truong hqp bi gidm hay m6t thinn luc dQt ngQt,
bQnh nhAn duqc khuy6n n6n ngung u6ng sildenafil vd kh6m b6c sT ngay lQp
tuc.

S& dgng thu5c cho phr,r nip c6 thai vi cho con b[:
Chong chidinh dung sildenafil citrat cho tr6 em ho{c phU nO .

Anh hu&ng cta thu5c !6n khi ndng !6ixe, vf n hinh m5y m6c:
Chua co nghi6n c0u cU th6 nio vO dnh hudng len khd ndng l5ixe vd vQn hdnh
miy mocduqcti6n hdnh.
HiQn tuqng dau diu, chong mit vd thay d6i thi h,rc d5 duqc b6o c6o trong c5c
thu nghiQm lAm sing voi sildenafil, do vQy b€nh nh6n cAn bi6t ro h9 phdn ung
nhu th6 ndo vcvi sildenafil truoc khi lai xe hoic vQn hdnh m6y moc .

Tuong t6c, tuong ky cia thu5c:
Sildenafil co th6 limldng t6c dqrng hq huyet 6p cia c6c nitrat h0u co hay nitrit
h0u co, vd chong chi dinh dung sildenafll o nh0ng nguoi dang dung c6c thu6c
nay.
Sildenafil c0ng co.th6 ldm ting t6c dung hq huyr3t 6p cia nicorandilvd n6n tr6nh
dung chung 2 thuoc ndy.
Hq huyet 6p tri€u chung co th6 xly ra khidCrng chung sildenafilvoithu6c chen
alpha.
C6c thu6c rlc ch6 enzym cytochrom P450 3A4 nhu cimetidin, delavirdin,
erythromycin, itraconazol, ketoconazol, vd thu6c uc ch6 HlV-protease c6 th6
ldm gidm d0 thanh thdi cia sildenafil.
N6ng dQtrong huy6ttuong c0a sildenafilting d6ng kA b&i ritonavir.
Nuoc 6p qud budi co th6 ldm ting nong dq sildenafil trong huy6t tuong.:,
Thuoc c6m ung enzym cytochrom P450 3A4, nhu rifampicin, c6 khi ndng ldm
gidm nong d9 trong huy6t tucrng cria sildenafil.

*1i
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T6c dung khong mong mu5n:
Noi chung nh0ng t6c dgrng khong mong mu6n chi o mrjrc tho6ng qua, nhg hay
trung binh.
Tlong c6c nghi6n c0u li6u c6 Ointr, tAn su5t cia mOt vAi bi6n chung ting theo
li6u.
C6c nghi6n cuu voi li6u c6 dinh ph6n 6nh s6t thLrc hon cfre O9 liiiu khuyEn c6o.
B6n chAt c6c t6c dung khong Tong mu6n trong c6c nghiOn cuu ndy tucrng tr,r
nhu trong c6c nghi6n c*u vOi tieu c5 Ointr.
C6c t6c dung khong mong mu6n thuong duqc thong b6o nhAt ld dau dAu vi d6
bung mit.
C5c t6c dung khong mgng mu5n duqc b6o c6o trong c6c thir nghigm l6m sdng
vd gi6m s6t sau khi thu6c luu hdnh ducyc trinh bay cr B6ng du0i d6y:

Md Dau Phi m
Roi loan mit

C6c rdi loan
chung vd tai
noi ding
thuoc

Trlc ngUc,
Met m6i,
C6m gi6c
n6nq

Ngfa

Ket qu6
kidm tral x6t
nqhiem

Tdng nhip
tim

.Chi c6 b6o c6o tron kh6o sat sau khi thucic lUu hdnh

tuqng chuc ning thin binh thucrng
suy gan: TrOn nh0ng nguoi xo gan, d0 thanh thii cia sildenafil bi

Th6ng b6o cho Bdc si nhbng tdc dqtng kh6ng mong mu6n gfrp phdi khi str
dttng thu6c.

Qu5 lidu vi c6ch x& tri:
Nghi6n-cuu sCr dqrng li6u duy nnSt l6n den 800mg d nguoi tinh nguy6n, cho bi6t
c6c phdn ung ngoqi f deu gi6ng.nhu khidung cac rieu th6p hcyn, nnung tan s6
xuAt hi€n vd mOc d0 trAm trong d6u tdng.
Trong trucrng hqp srl dqrng qu6 li6u, c6c bi6n phap h6 tro chung cAn duqc 6p
dung theo y€u cau. Ph6p thdm tich th6n khong phdi ra phuo-ng phap danb
monp dqi d6 tdng cuong sqr thanh thai b&i vi sijdenafit b6m chai vao proteii
huy6t tuong vd no khong bai thai qua nuoc ti6u.

Duqc krc hgc:
- Nhoq duEc lf : thuoc uc cho chon loc phosphodiesterase type 5 ( pDE-s) 

.

- MSATC: G04B G4B
sildenafil citrat ld thu6c uc ch6 chon lgc phosphodiesterase type 5 ( pDE-s)
trong th6 hang cria duong vQt ld enzym'tnl! pnan grrno"inl *onophosphate
vong.
Anh hucrng cia sildenafil citrat voi phdn ung cuong ducrng:
HAu hot c5c nghiBn cuu d6nh gi6 kh5ch quan cia dQ cung vd thoigian cuong
cung sau khi stl dung sildenafil d li6u th6ng thuong dat nigu quinn6t trond
khodng 60 ph0t . c6c nghi6n cuu duoc ki6m tra cho th6y thoi gian thu6c co ta6
dung ld trong khodng 4 gio, nhung dat hiQu qu6 t6t trong vong 2 gio.

Dugc dQng hoc:
sildenafild-uoc hap thu nhanh chong qua duong ti6u ho6, sinh khd dung dat
khodng 40%. N6ng dq dinh trong nuyet tuong Eat trong vong tu 30 d6n-120
ph0t, khd ndng h6p thu giSm khi sitdenifit duEc u6ng tron! biraln.
Tho tich phan bo thuoc trung binh crla sitdenafit (vd ) ta 105 L, ph6n b6 tQp trung
vdo c6c m6. sildenafil ducrc phan b0 khSp noi trong c6c mo va tien ket voi
pro_tein huy6ttucrng dqt khodng 96%. N6ng d0 crla silfenafittrong tinh dich cia
lh-qng nguoi tinh nguyQn kh6e mgnh sau khi u6ng thu5c 90 ph(t td nho hon
0,0002% li6u su dung (trung binh 188n9). sirdenafit chri y6u duqc chuy6n hoa
& gan bdic6c isoenzym CYP3A4 (chi yeu) va cyp2c9 cria cytochrom pouo.

Ngoi1 ch6t chuy6n hoa chinh ld N-desmethyl sildenafil, c0ng co mQt vdi chdt
chuy6n ho6 kh6c. Thoi gian b6n thdi cia sildenafil vi c5c ch6t chuy6n hoa N-
desmethyl ld khoing + gicv. Sildenafil duqc thii tru trong ph6n,,chi yeu-ld 6
dqng c6cchat cfruy6n h6L, vd mOt phdn duqc baitiet qua nu0cti6u. Sr,rthditru
ndy co th6 gidm & nguoi gid, bQnh nhin suy gan ho{c suy th?n nang.
Dttg.c d6ng hgc & cdc ddi tuqng bQnh nhdn dflc biQt: -
+ trlguoi'gi5: tien nh0ng nguoi gia xfr6e mqnh (tr.p 65 tu6i.tr& l6n), d0 thanh thdi
cOa sitOenafil gidm di, k6t qud ta nOng d0 sildenafilvd ch6t chuy6n hoa co hoat
tinh N-desmethyl trong huy6t tuong cao hon khodng 90% so vdi no-ng dQ

nh0ng chSt nay d nh0ng ngucritinh nguyQn tr6 kh6e malh (tu 18-45 tu6i;. Oo

srr g5n f6t silOenatil vao protein huy6t iuong phu thuOc vao tu6i, nong d0 tr,r do
cua sildenafiltrong huy6ttuong ting tuong Ong khoing 40%.
+ Ngucyi suy thQn: Tr6n nh0ng nguoi suy thin nhe d6n trung binh (d0 thanh thdi
creatinin = 30-80mL/phtit),.khid0ng mOt li6u dcvn sildenafil(50 mg), kh6ng thiy
co b5t cu su thay d6i nao vO duqc dOng hqc.
Tr6n nhirng ngucri suy n{ng (d0 thanh.thii creatinin < 30mUph0t), d0 thanh thdi
crla sildenifit-Oi gi6m, d5 ldm tdng x6p xi gap doi diQn tich du0i duong cong
AUC (100%) va Cmax (88%) so voi nguoi d cung d0 tu6i nhung khong bi suy
thin (xem phAn Li6u lucrng vi C6ch dung).
Th6m vio do, c6c gi6 tri Cmax vd AUC crla chAt chuy6n hoa N-desmethyl ting
co f nghTa 2OOo/ovd79% lAn luqt o c6c d6i tuqng suy thQn n{ng so voi 0 c6c d6i

Loan thi
Chfng
thdy
s5c
xanh

So 6nh sSng
Hoa mdt
Loan s6c thi
Xung huydt
m5t
Ch6i m6t

Sung mit
Kh6 m6t
M6i mdt
L6a m6t
Chrtng thay s6c
vdng
Chfng thdy sic
oo
Roi loan m5t
Xung huydt kdt
m?c
Ngrla mit
nZ-^ -:t ^ e4t
vailr grau uirr,

thudng 6 m5t
Phi mimit

+ Nguo.i
gi6m, ket vd Cmax (47%)

luqng vd C6ch
gan n{ng chua duqc

qui ldm ting di6n tich duoiduong
so voi nguoi khong bi suy gan o cung dQ

dnng). Duqc dOng hqc cua sildenafil
nghi6n cuu

Quy cSch d6ng g6i:
H0p/1 vix 1 vi6n n6n bao phim

Bio quin:
Bio qu6n noi kho m6t, nhiQt d0 du0i
D6 xa tAm tay tr6 em.

H4n dtng cria thu6c: 36 th6ng k6 tu ngiy sdn

Ti6u chuin: Nhd sdn xu5t.

TUQ.cu. crntxlNC
xu&.- 
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Nhd SdN XUSI: MEDOPHARM
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Ddng kf b&i:

q&d*bD

Rat
thudng
s?p
( >1/10)

Thuong
gep
(> 1/100

vi <1/10)

it gep
(>111000 vi
<1/100)

Hiem gip
(>1110000 vi <
1/1000)

Nhiem
khudn vir
nhiSm ki
sinh

Vi6m mOi

R6i loan h6
mi6n dich

Qu6 m6n

Rdi loan h6
thdn kinh

Dau
dau

Ch6ng
mit

Budn ngO
Dong kinh*
DQng kinh t6i
ph6t.
Nsa't

Nhip tim
nhanh
D6nh trdng
ng{c

Dot t[I do tim, *

Nhdi m6ru co
tim,
Roi loan nhip
tim t6m tha't, *

Rung tAm nhi
Dau thdt nguc
khonq dn dinh

Rdi loan tim

Con
n6ng
bung
Con d6
brlnq

uydt
Ap
Ha huydt 6p

Tdng hRdi loan
mach m6u

Roi loan ho
hdp, ngr-r'c

vd trung thdt

Nghet
m0i

Ch6y m6u
cam
_J

I ac xoang

Khan hong
Kho m0i
PhD mOi

Roi loan h6
ti6u h6a

Budn
non
Kh6
ti,0u

Chr?ng trdo
nguoc da
day thUc
quin
Oi mira
Dau bung
trdn
Kho mi6nq

GiAm x0c gi5c
mi6ng

R6i loan da
vd mo du6i
da

Ph6t ban Hoi chfng
Stevens-
Johnson
(SJS),. hoaitr?
bidu m6 nhi6m
d6c(TEN)-

Roi loan hO

co xuong vd
mo lien keit

Dau co
Dau ddu chi

Roi loan
thAn vd tiet
ni6u

Tidu ra m6u

Rdi loan h6
sinh duc vd
v0

Cuong duong
khong mong
mudn*
Tdng cUdng
duonq

S.I.A (TENAMYD CANAOA) INC

Ph6n loai
theo h6 co
quan
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