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Boe kf hudng din sd dyng tnude khi ding E
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M&i vién nén bao phim chia:

Thdnh phén hoat chiit
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102, crospovidone (type B), colioldal siicon dioxide, wm Opadry
It white, briliant blue lake, indigo carmine like, Opadry fx sliver.

MROCL.A 100: Microorystaliine cellulose 101, mannitol, microcrystalline celluloss

102, crospovidone (type B), colioidal slicon dloxide, magnasium stearate, Opadry
1 white, brilfiant biue lake, indigo canmine lake, Opadry I sibvar,

Thanh phin cda Cpadry Il white: Polyvinyl alcohol-parted hydrolyzed, ¥anium dioxide,
macrogol 4000, tak.
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4000, tanium dioxide, polysorbate 80

DANG BAO CHE

MROCLA 50; Viln nén bao phim hinh thoi, mau Xanh duong. ha
Mt tran, mdt mit oo khilc 88 50,
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Sadenafi dung dé duu tn

c4c tinh trang rdi logn cuong duong, lk tinh
6 knd niing dat dugc hodc duy tl cuong cdng dl dé thda min hoat
téc dyng khi cd kich thich finh duc kém theo.

quan hé finh dyc khodng 1 g

Dunlrlnu muummmmmummummau
100 mg hosc 101 mie 25 mg. Liéu khuyén céo 18l da 1 100 mg. 56 ln ding

165 da W 1 1in m&i ngay.

w“h;"mmm binh (68 thanh thili creatining 30 - 89 mIphut):
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Dwmmabmnnuoamm dung siidenafil dbng thisi voi
ritonavir (xom TUONG TAC, “”&)Nm*wﬂw
Iiudmlﬂﬂ&ﬂmswmngm 48 gty
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saquinavir, ketoconazole, uuumuu nén ding -W"m
mc'rlc.mnm
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Vo siidenati.

mﬂammmn&mmmuﬂ

SPL01010009

r

hudng din bénh nhiin nhlng vide cdn Hm trong rusng hop cb che ndu ching

ha fu thi.

s it bénh nhin viém ving mac slic 1§ o6 cic rdl loan vé gen phosphodiesterase
3 vong mac, cln phil than trong khi diu trf siidenafil @ nhang Bnh nhn riy i
&n toén,
chu

ngudl cho thily sidenafil co dnh hudng asn kha
(ehdt cho nitric oxide),

hap ¢
duang bénh manwﬂywauuumnpu
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ey vk mit khd ning vinh vifin,
Tinh &n toan v hidu qui ol vide dimg kit hop siidenafil vdi cac chilt Oc chd PDES
khikc, cac thusc didu tri thng huydt &p ddng mach phéi o chia sidenafil hojo cic
siliena va! cic ioal thulic nay.

thinh kje adt amwmmm-smwdcm;
mdmeumn PDES, bac gém sidenafil trong cic thil nghidm 1&m am
mﬂtmmmmmmﬂnmmmumﬁmmum —
wibc gifm hay mét thinh luc a8t Khang thillt 18p duce méi quan H nhlin qud —
i Vige s dung oo chiit Oc ché PDES vt vilc pidm hay miit thinh iuc 38t ngdt

hop bi gidm hay mdét Shinh lye 600 ngdL, bénh nhdn dugc khuyén nén
sidenafll v kham bac s ngay ifip e,
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khd néng sinh sin, hode nhing the
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cu dfy 80 vA thich hap trén phy il &6 thal v che con bu.
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HUONG COA THUGC LEN KHA NANG LAI XE, VAN HANH MAY MOC
6 bing ching vé dnh hudng cia thufic i8n khil ndng i xe, vin hanh méy

'mm 61 thi Iyc 0A Suge bAo c4o trong chc il nghigm
sang voi siido mwmmmmnwwmmumw
sadenalfil trude khi I8l xe hohe viin hiinh méy mée,

TUONG TAC, TUONG KY CUA THUGC
Anh huing cia céc thulc khic 51 véi sildenafil

Cic nghién ey in witro

Sadenalil duge chuyén héa chil yliu bdi cylochrome PA50 (CYP) phén nhém 3A4
ds6sng chinh) va 2C9 (Guding phy). wm.mdmucnumxmsmw
nily. wﬁm 5 thanh thili cua ﬁm#mmwﬁc

mmmmlmqumdamwmmhmmm Kni ding
adng thol slidenalil vol cc tac nhén o chl CYPIA4 (nhu ketozonazels, orythromyein,
cimotidine) s& kam gidm af thanh thai cia sildenafil.

Cimetidine (800 mg), m&! the nhin e chi cytochrome PA50 vh G ohil khiing dic
hidu CYP3IAAL, mimummummwummmﬂm
siidenafil trong huyéit tuong 18n 56% trdn nhing ngudi tinh nguydn khde manh.
Elwumwdn(soomg.mzwwmsmmawhmmdﬁm
binh CYP3A4, khi ding 08ng thai vai lifu don 100 mg sildenafil, 4 lam tang dign
tich dudi dubng cong (AUC) cda siidenalll 1Bn 181 182%. Ngoki ra, vide diing ddng
thist mdt ku don 100 mg sildenal vl Lac nhiln (it ohé protease ola HIV saquinavir
(1.200 mg ding 3 Kningdy), ddy cdng & mdl téc nhan gay do ohé CYP3A4, d4 lam
mmmmmmumnmmmuﬂ Sildenafil khdng
6 mdt &nh hudng nao dén dune ddng hoc cla saquinavir (xem DUNG, CACH
OUNG). Céc tac nhitn tc ché CYP3A4 manh han nhu keloconazole vh Hraconazole
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TAC DUNG KHONG MONG MUGN CUA THUSC

mmﬂ nhing the dung khong mong muén chl & made thadng qua, nhe hay
Trong céc nghién ciu éu od dinh, tin sullt ode mot vai bilin chimg theo iidu.
Cac nghidn clu vol lidu ¢6 dinh phan anh st thiic han ché dd iy khuylin cao. Bin
chdlt céc te dung khéng mong mubn trong cac Nghidn clu nay Wdng ty nhy trong

céc nghién cliu voi lidu 6 dinh. et
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vhan 1oan coa sikdenafil Guge Ganh gid trong 21 thil :
hiin co d6i ching vii ghl duoe glan 181 6 thang. Trén 3.
BN cuong duong (19 - B7 tudi) & 1l ed cic thé (thé do co quan,

Qua cac th nghitm thiy ring: T
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88% so vO1 18% & phing ngudl dugc.

Tirdo cic bénh nhin cit tuyln bdn BT 1t o thi 1 1§ Ady th 43% 50 vdi 15% &
F5uT dung gid duge. :

Triin cée Bdnh nhiin chiin thudng tily stng thi ty 18 nay k 83% 5o vol 12% & nhiing

gl ding 5i& duge. .

44ng hoc cln slidenafil twong (ng vés iéu trong khoding iy khuyfn cdo.
il dugc chuyén hda chinh 19 gan (chi ydu qua cytochrome PAS0 3A4) va
[chuyén hoa clia nd 06 hogt tinh gifing chilt me (sidenall),

. e g ol
mé cac lam gidm khd ndng hip thu cla sikdenatil, voi thai
ax i 60 phit. v Cmax frung binh 26%, trai lai mic
g ding i (AUC gidm 11%).

ung binh cia sildenafil ik 105 I, cho thily sy phan b chil yéu

Sidenafil va chélt o héa & vong tulin hodn in cla né 1& N-desmethyl gilr: toi
96% vho protein tuong. Vidc gln vao protein huy#t wong khdng phy thudc
vao ndng 85 téng ala nd. ! ;5
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Sildenalil 8 dang mudi sdens duong v #6i koan
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Céic nghldn elu in vitro cho thily sisdenalil dc ché chon ige PDES.

Tac dyng cla sildenalil chon loc trén POES manh hon céc phosphodiesternse gl
dugc bt khic (glp 10 Wn 65 vO PDES, > 80 In o8 v PDE1, > 700 idn a8 val
POE2 PDE3. PDE4 vi PDE7-PDE11),
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0 85, chc gid ) Cmax vk AUC cla chilt chuydn hoa N-desmethyl thng ¢4
% v 79% lin kgt & céc A6 tuong suy thiin niing 5o voi cac 88 tugng
Trén "::wu 8n (Chitd-Pugh A, Child-Pugh B), 60 thanh thii cla siidenafil
by b, mumﬁ (85%) vA Crmax (47%) 50 v nguss khéng bi
4 ciing 94 twbi (xem wmmmMmm*M
bénh nhin suy gan ndng (Chikd-Pugh C) chua Guge nghin cou.
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_ Human Dose - MRDH) v mdt nghidn cdu knae trén chudt nhlt ko
B o o6 i o
by 86t bién & vi khuin va i1 vivo ddu am tinh,
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iy don 100 mg siidenad trén phing ngues finh nguyén khde

::;Maazm: vix 1 vidn hodc 4 vién (v AUPVC-PVDC),
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TIEU CHUKN CHAT LUGNG: 5P 1 nat. 13
ok
(Vj Dje chi; L5 EB-3a, Dudng 86 1, KCN Hidp Phude,
Huyn Nba 86, TP, H6 Chi Minh, Vit Nam.
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