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Ry - Thube béin theo dun

ANDROZ- 100

(Vién néa bao phim Sildenafil 100 mg)
CANH BAO:
Ch ding theo su ké don cia béc si.
Néu clin thém théng tin, xin héi ¥ kién bdc si,
Khéng ding qud ligu chi dinh.
Xin théng bdo cho bdc si biét cdc tdc dyng khong mong mudn xdy ra trong qud trinh si
dung.
DéE thube xa tim tay tré cm.
Doc ky hidng din sif dung trde khi si dung.
Khéng ding thubc di qud han si dung.

THANH PHAN:
Hoat chit:

Sildenafl citrate twong duvong vaiSildenafil ... ....100 mg
Ta duge:
Cellulose, Microcrystalline, Croscarmellose sodwm, Libasic calcivm phosphate anhydious

(Calipharm A), Hypromellose (3 cps). Sodium stearyl fumarate, Hypromellose 2910 (6 ¢ps), Titanium
dioxide E 171, Triacetin, Lake of indigo carmine E 132, Methanol, Methylene Chloride.

DUGC LIC HOC

Sildenafil 1a mudi citrate ciia sildenafil, ding duding ving ¢€ diéu tni 1Gi logn cuong didng.
Sildenafil ¢6 tdc dung e ch€ chon loc ¢cGMP (cyclic guanosine monophosphate ) -
phosphodiesterase dic hi¢u type 5 (PDES),

Co ché tic dung: Co ché sinh 1y cuong dudng vit kéo theo sy gidi phéng nitric oxide (NO)
@ thé hang trong sudt qud trinh kich thich tinh dyc. Sau d6 NO hoat hod men guanylate
cyclase, men ndy lam ting ndng 46 cva cGMP (cyclic guanosine monophosphate) tir dé
Am gidn c¢ tron mach mdu cda the hang va cho phép ddng méu chdy vdo. Sildenalil
khong ¢6 tdc dung gidin irgc tiép trén thé hang phin 1ip clia ngudi, nhing nd lam ting tic
dung cia NO bing céch e ché PDES. Chit nay ¢6 tdc dung phin hly cGMP trong thé
hang. Khi kich thich finh duc a0 ra sy gidi phéng NO tai chd, thi sif iic ché PDES cda
sildenafil sé lam tang hvgng ¢cGMP trong thé hang, k€t qua 1am gidn cd irdn va ting ddng
m4u tdh thé hang. O lidu i khuyén cdo th sildenafil chi ¢6 1ée dung khi ¢6 kich thich tinh
duc kém theo,

Céc nghién citu Jn vitrocho thiy sildenalil wic ¢ch& chon loc PDES. Tac dung ciia sildenafii
chon loc trén PDES manh hon cdc phosphodiesterase da duoe bi€t khac( >10 in 461 véi
PDES, > §0 Tan d6i véi PDEI, > 700 Iin d6i voi PDE2, PDE3, PDE4 vi PDE7- PDEI 1),
Tic dung chon loc trén PDES manh gip 4.000 lin so vé&i PDE3, digu nay rft quan trong vi
PDE3 13 mit men lién quan 1di s1f co bép cua tim.

Sildenafil ¢6 téc dung chon loc irén PDES gip 10 [in so vdi PDE6, mdi logi enzyme duge
(im thiy trong vdng mac tham gia vio con dudng din truyén hinh dnk ca vong mac. Sy
chon loc thip hon trén PDEG duidc cho 1 o <3 clia nhilg bit thudng lién quan d&n kha
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ndng phin bidt mu sic da duge bdo cdo khi ding sildenafil 1iéu cao hon hoge khi nong 4o
thude trong huyét tuang cao hon mife khuyén cdo.

Ngodi thé hang cd tron, PDES ciing duge Gim thiy vdi nbng 40 thdp hun d cdc md khic bao
gom cd ti€u cliv, co trdn mach méu va ndi tang, vi co xwang. Vide e ch€ PDES rong
nhimg md ndy cla sildenafil ¢6 thé 1a co sd cho vige tdng curdng 14¢ dung ching két tip
téu ciu cha oxil nitric trong cdc nghién clu 7o vitro, tic dung e ché hinh thish huyél
khOi tiéu ciu trong nghién cini sn wvo va tdc dung gidn ddng mach ngoai vi = tinh mach
trong nghién ciu /n vivo.

Sildenafil 1am gidm huy& ép nhe va thodng qua, trong da s& tniding hgp, khong chuyén
thanh cdc ddp ¥ng 1dm sing & ¢d bénh nhin ¢ hodic khing ¢6 bénh ddng mach vanh. Sy
gidm huyét 4p nay phit hop véi t4c dung gidin mach coa sildenafil, nguyén nhin cé thé 1A
do ting nOng 40 cGMP trong 1€ bio ¢d trdn mach mdu.

Sildenafil khdng lam dnh hudng d&n hinh thdi vi s vin ddng cia tinh triing.

Sirsai 1éch nhe v thodng qua trong viéc phin biét miu sfc (miu xanh / miu xanh ld ciy)
da duge nhin thiy & md1 s6 bénh nhiin ding liéw 100mg sildenafil sau | gits, nhumg khong
r0 rét sau 2 gir. Cd ch€ ciia su thay d8i trong viée phin bigt mau sdc ¢6 lién quan dén sur
ire ch PDES. Sildcnafil khéng dnh hudng d&n thi life va 46 nhay cdm trong phin.

DUCC PONG HOC

Hip thu: Sildenafil hip thu nhanh sau khi ubng, sinh khd dung khodng 40%. Nong 40 15
da trong huy&t twong dat duge sau 30 - 120 phiit, thife &n 1am gidm hap thu cda sildenafil.
Phin bo: Sildenafil phin b6 rdng rdi vdo céc md v lién két 96% vdi protein huyét nrong
Chuyén hoa: Sildenafil chuyén hod qua gan chi y&u nhd enzym cylocrom P450,
isoenzyme CYP3A4 (con duiing chi y&u) vix enzym CYP2CI. Chit chuyén héa chinh 13
N-desmethylsildenalil (UK-103320) cing ¢6 hoat tinh sinh hoc.

Thdi trir: Thii gian bén thai cda sildenafil va cht chuyén hod N-desmethyl 1a khodng 4
gid. Sildenafil dwge dao thdi dudi dang chuyén héa, chi yéu gua phin, mét phiin it hon
qua thin. D thanh thii ¢6 thé gidm & ngudi gid, bénh nhin suy gan hodc suy thin ning.

CHI BINH

Diéu tri r6i loan chifc ning cuong dirdng & nam gidi, wic Ia khong ¢6 khd nang dat duge
hodc duy tri citdng cing dudng vitdi d€ thie hién tinh duc hodn hio & ngudi nam gidi
tnrdng thinh.

B¢ Sildenafil citrate ¢ hiéu qud, bdt budc phdi ¢ sir kich thich tinh duc.

LIEU LUGNG VA CACH DUNG

Li¢u lvgng:

Céc nhin 18 say ddy 1am ting ndng d6 sildenafil trong huyét twong: wéi > 65 (lam wing
40% AUC), suy gan (vi du xo gan, lam ting 80% AUC), suy thiin ning (d§ thanh thii
creatinin < 30 mL/phuit, Jam tdng 100% AUC), va s dung dong thif v3i cdc thule ifc ché
cytocrom P450 3A4  [ketoconazole, itraconazole, crythromycin (tingl82% AUC),
saguivanir (1dng 210% AUC)], Do ndng 49 sildenafil trong huy€t twong tang nén hiéu qud
vd 1y 1€ tdc dung phy 1ing, vi thé nén cin nhic ding litu khdi diu 13 25 mg 3 cdc &8
wigng bénh nhin ndy.
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Ding cho nam gidf trudng thinh:

Hiu h&t cde bénh nhin ditge khuyén cdo ding 1i2u S0 mg, uéng trarde khi quan hé tink duc
khodng 1 gids.

Dwa wrén sit dung nap va hidu qua clda thube, ¢ thé ting liéu 1én 18i mic 16i da 12 100 mg
hodc gidm 18i mic 25 mg. Lidu 151 da 12 100 mg, s§ Tin ding 18 da 12 1 Bin mBi ngay.
Thifc An 13m chdm th¥: gian khda phdt tdc dung ciia thube.

Suf dung cho bénh nhin suy thin:

Cidc infing hygp suy thin nhe hodc trung binh (<3 thanh thdi creatinine tir 30 - 80 mL/phit),
thi khéng ciin digu chinh liéu.

Céc irvdng hop suy thin nding ( 46 thanh thii creatinine < 30 mL/phuit ), thi lidu nén ding
14 25 mg vl d§ thanh thdi cda sildenafil bi gidm & nhimg bénh nhin ndy.

C6 thé ang lidu 1&n S0 mg va 100 mg dua trén hiu qué v sif dung nap cla bénh nhin.
Dé1 vdi bénh nhin suy gan

Liéu nén ding 12 25 mg vi 5 thanh thai cia sildenafil bi gidm & nhitng bénh nhin ndy (vi
du bgnh x0 gan).

D6; vdi bénh nhin dang phdi ddng cdc thube khdc

Nhifng b¢nh nhiin dang phdi ding thudc ritonavir th ligu khdng duge vt qué 25 me.
Uong oI rony vongd8 it

Nhimg bénh nhin dang phdi ding cdc thude ¢ 1éc dung ¢ ch€ CYPIA4L (vi du
erythromycin, saquinavir, ketoconazole, itraconazole) thi héu khdi div nén ding 1a 25 mg.
S dung cho tré em vi thanh thicu nién:

Khdng diing sildenafil cho bénh nhin dudi 18 wéi.

D63 vai nguoi gid

Khodng cin phii didu chinh ligu.

Céch ding:

Thude ding dudng udng. Ding theo sif chi din cia bic s§ nam khoa,

Chn ¢6 hoat ddng kich thich tinh dye thi Sildelafil méi ¢é hidu gua.

CHONG CHI DINH :

Qué min v@i Sildenafil hay bit cif thinh phin nio cla thude,

Sildenafil 1am ting 1dc dung ha huyél &p ciéa cdc nitrate cdp vi man tinh. Vi viy chong chi
dinh ding sildenafil cho nhifng bénh nhin dang ding nhimg chit cung cip nitric oxide, céc
nitrate hitu ¢d hay nhifng nitrite hiw co.

Céc thufc chéng r8i loan cudng dwdng (bao gom cd sildenafil) dudge chéng chi dinh ding
cho nhifng bénh nhin ¢6 cdc bénh ma khdng thich hdp véi hoat ddng tinh duc (vi du bénh
nhin ¢6 rGi loan tim mach teAm trong nhy dau thit ngye khong dn dinh, suy tim ndng),
Chdng chi dinh ding sildenafil cho cdc b&nh nhin mat thi lve mdt bén do bénl: thin kinh
thi gidc do thigu méu cuc b viing trude kh6ng do nguyén nhin ddng mach (NAION), bt
k€ tnrdc d6 ho c6 ding thudc wic ché PDES hay khdng.

Khong ¢6 nghién ciru vé tink an todn cia sildenafil trong nhimg nhém bénh nhin sau do
d6 chéng chi dinh sif dung cho cdc d8i trgng bénh nhin ndy: suy gan ning, ka huy& 4p
{(huy&t 4p <90/50 mmHg), tién sif ¢4t quy hodc nhdi mdu cd tim va cdc r6i loan thodi héa
vong mac di truyén nhy vong mac sdc 16 (mdt s it nhitg bénh nhin nay rdi loan vé gen
phosphodiesterase ¢ vong mac).



https://vnras.com/drug/

Khéng ding cho phu nif. Tré durdi 18 b,

CANH BAO VA THAN TRONG

Khuyén cdo: Chi ding theo sir k¢ dan ctia hdc s§ nam khoa.

Phai khai théc tién sif v khdm 1dm sang ti mi &€ chin dodn r6i loan cuong dudng, d€ xdc
dinh nhimg nguyén nhin 1iém An vA xdc dinh hudng ditu tri thich hop.

Vi ¢6 thé ¢6 mdt s8 nguy co vé tim mach lién quan téi hoat déng tinh duc 6 thé xdy ra,
nén thdy thuSc phdi chi ¥ 18i finh trang tim mach cda b¢nh nhén wwde khi ti€n hanh ditu
tri r3i loan cudng dudng.

M3t 58 thit nghiém 1dm sang cho thiy ring sildenafil ¢6 thudc tinh gidin mach todn thin
giy ha huy& 4p thodng qua. B8 vdi hiu hél cic bénh nhin, didu d6 ¢6 dnh hudng rdt it
hodc khdng ¢6 dnh hudng gi. Tuy nhién trwde khi k& don, thiy thude phai chi ¥ 181 nhitng
bénh nhin ¢6 tinh trang bénh 1¥ ma ¢6 thé bi dnh hudng bdi téc dung nay va dic biét khi
cé thém hoat dfng tinh duc, Nhitng bénh nhén cd ting nhay cdm vdi cde thude gidin mach
bao gom nhimg ngudi e nghén dong chiy thit wdi (vi du hep dong mach chih, bénh cd
tim phi dai tdc nghén) hay milc hdi chimg tco da h¢ théng biéu hién bling sif suy gidm rdm
trong khi ndng khong ché huyét dp wr ddng 12 nhitng ngudi cin phai ril cin nhic khi didu
i

Sildenafil 1Am tdng tdc dung ha huyé&t dp cla niteat.

Di ¢6 bdo cdo vé tde dung phu nghiém trong trén tim mach khi st dung sildenafil bao ghm
nhdi mdu cd tim, dau thit ague khong &n dinh, tim ngimg ddp Aot ngdt, r&i loan nhip tdm
thit, xuit huy&t mach méu ndo, thi€u mdu cuc b thodng qua, ting huyét dp va ha huyét
4p . Hau hét, nlimg khong phdi tat ¢d nhimg bénh nhin ndy 03 1©n 121 1 1rrde y&o 15 nguy
cd tim mach. Nhiéu téc dung phu duge bdo cdo xdy ra trong holic ngay sau hoat déng tinh
duc vd mdt s& di duge bdo cdo xdy ra ngay sau khi s¥ dung sildenafil ma khong ¢in hoat
ddng tinh duc.

Thin trong khi ké dodn céc thube diéu tri 161 loan erong duong cho nhitng bénh nhin ¢6 cdc
bi€n dang vé gidi phdu duong vit (nhv dudng vit gip goc, bénh xd hod thé hang, hay bénh
Peyronie), nhifng bénh nhin ¢6 bénh Iy dé giy cuong dau duong vit (nhy bénh thiéu méu
hong cliu hinh liém, bénh da v tuy, bénh bach ciu).

Tinh an 103n vA hi¢u qud cda viée phdi hap sildenafil vadi ede thude digu tri rdi loan cuong
duong khic khdng duge nghién cify, vi viy khdng phSi hop ditu tri cdc thude ndy.

Ba c6 hdo cdo v& khuy€t tit th gide va bénh thiin kinh thi gide do thi€u mdu cuc bd ving
tnféc khong do nguyén nhin dong mach (NAION) khi dong k€t hgp sildenafil véi cée
thude ¢ ché PDES khdc. Bénh nhin ¢in dude cdnh hdo tnfde néu ddt ngdt o6 kKhuyét i
v& mit thi nén dimg ngay thubc va hdi ¢ ki€n cla thiy thude.

Khong nén diing dong thasi sildenali! vdi ritonavir.

Cin thin wong khi ding sildenali! vdi cdc thude chen alpha vi ¢6 thé gy ha huyét dp the
diing 3 mdt 50 bénh nhdn nhay cdm sau 4 gits ding thude. DE gidm thidu téc dung phu iy,
bénh nhin can duge Gn dinh ¢idu tri biing thude chen alpha trude khi ding sildenafil. Nén
khdi diu vdi 1itu 25 mg, ngodi ra thiy thudc nén huéng din bénh nhdn cdch xir tri khi bj
tut huyét dp thé dirng.

Cédc nghién ciu in vitro trén tidu c¢iu ngudni cho thiy sildenafil c6 dnh hwdng 16i khid ning
chong nging k&t tidu clin cla natri nitroprusside (chét cho nitric oxide). Hién nay chua ¢6
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thng tin an 10dn V& viée s dung sildenafil trén shitag bénh nhin bi 8 loan déng miu
hodc loét tiéu hod cdp tinh, vi viy cin thin trong & nhimg hénh nhin ndy.
Khbng ding sildenafil cho phu nit.

ANH HUGNG TREN KHA NANG LAI XE VA VAN HANH MAY MOC

Sildenafil ¢6 thé gay téc dung phy nhite dAu, chéng mat, budn ngy, gidm xic gidc, tai bién
mach mdu nio, ngdt xiu, con thiéw méu thodng gua, cdn co gidt, can co gidt tdi phat, do 46
khdng nén ding sildenalil khi dang l4i xe hodc viin hinh mdy méc.

TUONG TAC THUGC
Sildenafil hodc cdc chdt e ché phosphodiesterase - 5 khdc ¢6 thé 1am ting tdc dung ha
huy&l dpclia nitrat hiw co, vado  d6chdng chi  dinh trong trudng hop  ndy.
Sildenafil cing ¢6 thé 1am wing téc dung ha huy&t 4p cda Nicorandil, do 46 trdnh sit dung
dong th 2 loai thude ndy. Triéu ching ha huyét 4p ciing ¢6 the xdy ra khi ding dbng thi
cac chit ¢ ché phosphodiesterase - 5 vdi cdc thudc  chen alpha.  N6ichung, bénh
nhén cin duge 8n dink digu i bing thude chen alpha trvde khi bt diu didu tri bing cdc
chét itc ch€ PDES, nén bdt ddu vai liéu thdp va digu chinh theo ddp img.
“Thudcre—chié“isvenzyme cytecliome PA50-€YPIAL,—cldug i nhir cimetidine,
delavirdine, erythromycin, itraconazole, ketoconazole, ¢6 thé 1Am  gidmdd thanh
thii cilia cde thule e ch€ PDES, do d6 ¢in phii gidm ligu sildenafil. Nong d3 clia thude e
ch€ PDES dugc ting Ién ddng ké bdi cdcchdt ¢ ché€ HIV-protease, vd dic bidt
14 ritonavir. Do d6 khéng nén ph&i hgp nhimg thubic nay triy khi uyét ddi cin thiél.
Nude budi ¢ thélam ting ndng ddcla sildenafil vd cdc thufc e ch& PDES
khéc trong huyél wgng vi nén trinh ding ddng thisi.
Céc thudc gdy cam ung CYP3A4, nhy rifampicin, c6 khd nang 1Am gidm ndng d0 rong
huyé&t twong cua thube e ché PDES.

SU DUNG CHO PHU NU €O THAI VA CHO CON BU :
Khéng ¢6 chi dinh Sildenafil cho phu nil.

TAC DUNG KHONG MONG MUON (ADR)

Céc tde dung khong mong mudn phd bién nhilt trong cdc nghién ciiu 1dm sing khi diéu tr
bing siklenafil 1: nhifc dau, 46 bimg mat, khé udu, r8i loan thi gide, nghet mii, chéng mat
v bi€n dang hinh dnh miu sdc,

Céc tde dung khdng mong mudn khéc duge bio cho Ja:

R61 loan h¢ micn dich: phan g qué man

R67 loan h¢ thin kinh: nhvte diu, chéng mét, bubn ngd, gidm xiic gidc, tai bién mach méu
ndo, ngit xiv, cdn thi€u mdu thodng qua, con co gidt, con co gidt 1di phat.

ROI Joan mdt: v6i loan tnfc quan, bi€n dang mau sidc, rdi loan k€t mac, 16i loan chay mrée
mdt, r6i loan mét khéc, bénh thin kinh thi gidc do thiu mév cuc bd viing trude khéng do
nguyén nhin ¢Ong mach (NAION), 1dc mach mdu ving mac, mit thi truting clia mi.

R61 Ioan iai va tar trong: Chéng mit, 0 1ai, diée *

R67 logn mach, cao huyél dp, ha huyé dp



