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STAGA-50

(Vién nén sildenafil citrate 50 mg)
Doc ky huéng dan sir dung truée khi ding
Thuoc nay chi ding theo don cia bdc sy
Dé xa tam tay tré em
Théng bao ngay cho bac sy hodc duwgc sy nhimg tac dung khéng mong muon

gap phai khi st dung thuoc /[ (/&
HUGNG DAN SU DUNG THUOC CHO NGUOI BENH /

. Thanh phén, ham lwgng ciia thude

M3i vién nén bao phim c6 chira:

Hoat chat: Sildenafil citrate fwong dwong véi sildenafil 50 mg.

Ta dugc: Microcrystallin cellulose (PH-102), lactose, calci hydrogen phosphat khan,
crospovidon, povidon K-30, croscarmellose natri, magnesi stearat, wincoat WT-01224
blue.

. M0 ti sin phim
Vién nén bao phim hai mt 1i, hinh kim curong mau xanh, mét mét tron, mgt mit c6 vach
bé.

. Quy cich déng géi
Hop 1 vi x 4 vién nén bao phim.

. Thubc ding cho bénh gi

Sildenafil diing dé diéu tri c4c tinh trang rdi loan cuong duong, 14 tinh trang khéng c6 kha
ning dat dugc hodc duy tri cuong cimg du dé théa min hoat ddng tinh dyc.
Sildenafil chi c6 tac dung khi c6 kich thich tinh duc kém theo.

. Nén dung thuéc nay nhw thé nao va liéu lwgng

Vién sildenafil dugc ding theo dudng udng.

Doi véi ngudi lém:

HAu hét cac bénh nhan duge khuyén céo ding lidu 50 mg khi cén, udng truéce khi quan hé
tinh duc khoang 1 gid.

Dua trén sy dung nap va tac dung cia thudc, lidu c6 thé ting 1én t&i mirc téi da 1a 100 mg
hodc giam t6i mirc 25 mg. Lidu khuyén céo t6i da 1a 100 mg, s6 1an ding téi da la 1 lin
mdi ngay.

Déi véi bgnh nhin suy thin:

Céc truong hop suy thdn nhe hogc trung binh (d¢ thanh thai creatinin 30 - 80 mL/phut), thi
khéng can diéu chinh liéu.
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Céc trudmg hop suy than ning (46 thanh thai creatinin < 30 mL/phit ), thi lidu ding 1a 25
mg vi d¢ thanh thai cia sildenafil bj gigm & nhing bénh nhén nay.

Déi véi benh nhan suy gan:

Liéu ding 12 25 mg vi 49 thanh thai cua sildenafil b gidm & nhimg bénh nhan nay (vi dy
bénh xo gan).

Déi véi tré em: Khong ding sildenafil cho tré em dudi 18 tudi. C{
Déi véi ngudi gia: Khong cin phai didu chinh lidu, /ﬂ/ /

. Khi nao khong nén ding thudc nay

Qué mén véi bét cir thanh phan ndo cia thude.

Khi ding céc thubc cung cip oxyd nitric, cc nitrit va nitrat hitu co, nhu glyceryl trinitrat
(nitroglycerin), natri nitroprussid, amyl nitrit.

Sir dung dong thoi thude sildenafil véi céc chat kich thich guanylat cyclase do tut huyét
ap.

O nam gi6i khong nén giao hop do céc yéu td nguy co tim mach.

Suy gan ndng (suy giam chirc ning gan).

Suy than nidng.

Giam huyét ap (huyét 4p thép).

Dot quy hodc bién ¢b vé tim xay ra gan day.

Réi loan thodi héa vong mac di truyén (ké ca rdi loan di truyén vé phosphodiesterose vong
mac).

Bénh nhan bj mét thj lyc mét mit do bénh thin kinh thj gidc thiéu méu cuc bd viing trude
khong do nguyén nhén dgng mach (NAION).

. Téc dyng khing mong mudn

Trong céc nghién ciru lidu cb dinh, tAn suit cia mot vai bién chimg ting theo lidu.
Cic nghién ciru véi liéu cé dinh phan anh sat thyc hon ché @5 liéu khuyén cdo. Ban chat
céc tac dung khéng mong mudn trong cdc nghién ctru nay twong ty nhu trong céc nghién
ctru véi lidu cé dinh.

Cic tac dyung khéng mong muén thuomg dugc thong béo nhét 1a dau déu va d6 bimg mit.
Véi liéu 16n hon lidu da khuyén céo thi cdc tic dung khong mong mudn ciing van 1a cc
tac dung da liét ké & trén, nhung néi chung 13 s& gip nhiéu hon.

Sau déy 12 nhimg tic dung khéng mong muén d& dugc béo cdo: rét thuong gap (ADR >
1/10), thuémg gip (1/100 < ADR < 1/10), it gip (1/1000 < ADR < 1/100), hiém gip
(1/10000 < ADR < 1/1000), rit hiém gip (ADR < 1/10000):

Nhiém khudn va nhiém ky sinh:

It gdp: viém mii.

Rbi logn hé mién dich:

It ga@p: qua mén.
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Roi logn hé than kinh: !
Rét thwong gap: dau dhu ,
Thuong gap. chong mit. E
It g@p: budn ngu. '
Hiém gdp: dong kinh, ddng kinh tai phat, ngit.

Rbi logn mit: é{&
Thuomg gdp: md mit, loan thi, chirg thdy sic xanh. /é/
It gap: dau mit, s¢ anh séng, hoa mét, logn sic thi, sung huyét mit, chéi mit.
Hiém gap: phit mét, sung mét, khé mét, moi mét, lo4 mét, chimg thdy sic vang, chimg |
thiy séc do, rdi loan mit, xung huyét két mac, ngira mét, cim gidc bt thuomg & mét, phu

mi mit.

Roi logn tim:

It gép: nhip tim nhanh, dénh tréng nguec.

Rdi logn mach méu:

Thuwomg gap: con néng bing, con dé bing. :

It gap: ha huyét ap.
R&i loan hé hip, ngyc va trung that: ?
Thuong gap: nghet mui.

It gap: chiy mau cam, tic xoang.

Hiém gdp: khan hong, khé miii, phu mii.

Rbi logn h¢ tiéu hod:

Thuomg gap: budn ndn, khé tiéu

It gap: chimg trao nguoc da day thyc quan, 6i mira, dau bung trén, khé miéng.
Hiém gap: giam xdc gidc miéng.

Rbi logn da va mé duwdi da:

It gap: phét ban.

Rbi logn hé co xwong va mé lién kér:

It gap: dau co, dau dau chi.

Réi logn h¢ sinh dyc va vii:

Hiém gdp: cuong duong khong mong mubn.

Cic rbi logn chung:

It gap: cam giéc néng.

Hiém gdp: ngira.

8. Nén trinh ding nhimg thudc hodc thye phdm gi khi dang sir dung thude nay
Sildenafil lam ting tac dung cta thudc ha huyét ap. Thudc nay ciing lam ting tac dung giy
ha huyét 4p cuia céc nitrat, nhu isosorbid dinitrat (Isordil), isosorbid mononitrat (Imdur,

|
|
|
{
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Isno, monoket), nitroglycerin (Nitro-Dur, Transderm-Nito) 1 thuéc gidn mach, thudng
dung dé diéu tri dau tht ngyc.

Bénh nhan dang dung nitrat khdng dwgc dung sildenafil.

Cimetidin (Tagamet), erythromycin, ketoconazol (Nizoral), itraconazol (Sporanox) va
mibefradil 1am ting déng ké lwong sildenafil trong co thé. Phai theo ddi can than bénh
nhén ding cac thuéc ndy néu ding sildenafil.

Rifampin c6 thé 1am giam néng d¢ trong méau cua sildenafil va lam giam hig¢u qua.

Cin lam gi khi 1 1in quén khéng ding thuéc
Thudc ndy dugc sir dung khi ban cam thdy cin thiét, khéng phai ding theo mét lich trinh
dung thudc thudng xuyén.

Cén bio quin thudc nay nhw thé nao
Bio quan noi khé mét, & nhié¢t 4§ dudi 30°C. Trénh anh sang.

Nhimg dAu hi¢u va tri¢u chimg khi ding thudc qué lidu

Nghién ciru trén nhimg ngudi tinh nguyén ding lidu don 800 mg sildenafil cho thiy cic
tic dung khong mong mudn & liéu nay twong tw nhu & liéu thdp, nhung tin suat gip va
mirc d¢ thi ting 1én.

Cin phii 1am gi khi ding thubc qui liéu khuyén cdo

Trong truong hgp qué lidu, yéu cdu phai c6 céc bién phép hd trg phi hop.
Tham phén thin khong 1am ting 40 thanh thai vi sidenafil gin manh véi protein huyét
tuong va khong bj thai trir qua nudc tiéu.

Nhiimg diéu cin thin trong khi ding thude nay

Trudc khi ding sildenafil, hily bdo cho béc si hodc duge si biét, néu ban bj dj img véi
thudc nay; hodic néu c6 dj g khic.

Trude khi ding thudc ndy, hiy néi véi béc si hodic duge si vé tiéu sir bénh ciia ban, dic
biét vé céc bénh cia duong vit (nhu sy gip khic, xo héa, bénh Peyronie, bénh cuong
daw/kéo dai, thiéu mau hdng cau hinh liém, ung thu hé mau (nhu bénh bach cau hodc u
tiy), cdc vin dé vé mét (vi dy: bénh vong mac nhu viém vong mac sic t6), bénh thén,
bénh gan, ri loan chay mau, loét da day hoat dong, cic vin dé vé tim (vi dy: bién c6 vé
tim gin day hodc loan nhip tim nghiém trong trong vong 6 thing qua, huyét 4p rét cao
hodc rat thép.

Thudc nay c6 thé giy chéng mit hodc thay déi vé thj gidc, hiy than trong khi tham gia vao
cac hoat ddng cén sy tinh tdo nhu 14i xe hodc sir dung méy méc.

Han ché ding d6 uéng c6 con.

spmgnki N\ T e,
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Dé d& chong mit va chodng véang. Hay dimg 1én mét céch cham chap tir vi tri ngdi hodc
néim. Phai than trong khi ding thuéc nay cho ngudi gia vi ngudi gia nhay cdm hon véi cic
tac dung phu cua thudc.

Khéng ding thuc nay cho phy nir va tré em.

14. Khi nio cin tham vén béc s¥, dwgc si .
Tham vén béc sy, dugc si khi gip phai céc téc dung khong mong muédn khi ding thudc. é(f/
Néu cin thém thong tin xin héi y kién bdc s, dwge si » d

15. Han diing ciia thubc
36 théng ké tir ngay san xuét. Khong dung thudc qué han sir dung

16. Tén, dja chi cia co sé sin xuét
STALLION LABORATORIES PVT. LTD.
C-1B, 305/2, 3,4 & 5, G.LD.C. Kerala (Bavla), Dist.: Ahmedabad, Gujarat, India (An D).

17. Ngay xem xét sira d6i, cip nhét lai ndi dung HDSD thube

HUGNG DAN SU DUNG THUOC CHO CANBO Y TE

1. Céc déc tinh duge lyc hoe
Nhém duge 1y: Thube trj rdi loan cuong va ri loan xuét tinh.
Ma ATC: G04BE03.
Sildenafil 1a muéi citrat cua sildenafil, ding dwdng udng dé diéu trj rbi loan cwong duong.
Sildenafil c6 tic dung e ché chon loc guanosin monophosphat vong (cGMP-cyclic
guanosine monophosphate) - phosphodiesterase dic hiéu typ 5 (PDES).
Co ché tic dung:
Co ché sinh 1y cwong dwong vét kéo theo sy gidi phong nitric oxid (NO) & thé hang trong
su6t qué trinh kich thich tinh duc.
Sau d6 NO hoat héa men guanylat cyclase, men nay lam ting ndng d6 cia cGMP tir 46
lam giin co tron mach mau cia thé hang vAd cho phép dong méu chdy vao.
Sildenafil khong c¢é tac dung gidn tryc tiép trén thé hang phén ldp cia ngudi, nhung nd
lam ting tic dung cia NO bing cch irc ché PDES, chit nay c6 tic dung phan hiy cGMP
trong thé hang.
Khi kich thich tinh dyc tao ra sy giai phong NO tai chd, thi sy trc ché PDES cua sildenafil
s& 1am ting lugng cGMP trong thé hang, két qua 1am gidn co tron va ting dong méu tGi
thé hang.
& lidu a2 khuyén céo thi sildenafil chi c6 tac dung khi c6 kich thich tinh dyc kém theo.

T ——— ——_
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2. Céc déc tinh dwgc djng hoc

Dugc dong hoc cua sildenafil wrong {mg véi liu trong khoang liéu khuyén co.
Sildenafil dugc chuyén héa chinh tai gan (chi yéu qua cytochrom P450 3A4) va céc chit
chuyén héa cia n6 6 hoat tinh giéng chit me (sildenafil).

Hép thu:

Sildenafil dwoc hdp thu nhanh sau khi uéng, véi sinh kha dung tuyét déi trung binh
khoang 41% (dao ddng tir 25 - 63%).

Trén in vitro, m“ing db 3,5 nM sildenafil rc ché men PDES cua ngudi khoang 50%. Trén
ngudi, nong 5 sildenafil ty do téi da trung binh sau khi ding mét lidu don 100 mg 1a xdp
xi 18 ng/mL hodc 38 nM.

Céc néng d6 t6i da dat dugce trong huyét tuong tir 30 - 120 phut (trung binh 60 pht) duge
quan sét khi udng thudc lic déi.

Thirc &n ¢6 ham lwgng m& cao lam giam kha ning hdp thu cua sildenafil, véi théi gian
giam trung binh Tmax 1a 60 phit, va Cmax giam trung binh 29%, tri lai mirc 49 hip thu
khong anh huong dang ké (dién tich dudi dudng cong giam 11%).

Phén bé thuéc:

Thé tich phan bé thudc trung binh ciia sildenafil (Vss ) 1a 105 L, phan bd tip trung vao céc
mo.

Sildenafil va chit chuyén hoa & vong tudn hoan 1én ciia né 1a N - desmethyl gin téi 96%
vio protein huyét twong. Viéc gén vao protein huyét twong khéng phy thudc vao nong dd
tong cia no.

Nong dd cua sildenafil trong tinh dich cia nhimg ngudi tinh nguyén khoe manh sau khi
ubng thubc 90 phit 13 nhé hon 0,0002% lidu sir dung (trung binh 188 ng).
Chuyén héa thuébc:

Sildenafil dugc chuyén héa chu yéu bdi ciac men CYP3A4 (duong chinh) va CYP2C9
(dudng phy) c6 & gan.

Céc chét chuyén hoé & vong chuyén hoé chinh cua sildenafil tao ra tir qua trinh N -
desmethyl hoa, va va sau d6 lai dugc chuyén hoa tiép.

Céc chit chuyén hod nay c6 hoat tinh chon loc déi v6i PDE twong ty nhur sildenafil va
trén in vitro tinh chon loc d6i véi PDES xt‘Lp xi 50% cua chat me.

O nhimg ngudi tinh nguyén khoe manh, ndng d¢ trong huyét twong cua céc chét chuyén
hoa xap xi 1a 40% nong do chat me.

Chét chuyén héa N - desmethyl lai dugc chuyén héa tiép tuc, cé thoi gian ban huy 1a 4
gio.

Thai trir thudc:

D¢ thanh thai toan bé cua sildenafil 1a 41 L/gi& véi mira thdi gian pha cudi 1a 3 - 5 gid.
Sau khi ding duomg uéng, sildenafil dugc thai trir chi yéu qua phin duéi dang chat
chuyén héa (khoing 80% lidu uéng) va mét phin nho qua nuéc tidu (khoang 13% liéu

4
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udng).

Dugc dpng hoc i cdc dbi twong bénh nhén dic biét:

Nguoi gia (trén nhimg ngudi gia khoe manh tir 65 tudi trér 1én): o thanh thai cua sildenafil
giam di, két qua 12 ndng ¢ sildenafil va chét chuyén héa c6 hoat tinh N - desmethyl trong
huyét twong cao hon khoang 90% so véi néng d¢ nhimg chét ndy & nhing ngudi tinh |

phy thudc vao tudi, ndng d¢ ty do cua sildenafil trong huyét twong ting twong tmg khoang
40%.

Nguoi suy thin (trén nhimng ngudi suy thin nhe: d§ thanh thai creatinin 50 - 80 mL/phit
hay trung binh @9 thanh thai creatinin 30 - 49 mL/phiit): khi ding mét lidu don sildenafil
(50 mg), khong thdy c6 bt cir sy thay dbi nao vé duge dong hoc.

Trén nhitg ngudi suy thin ning (46 thanh théi creatinin < 30 mL/phit), 49 thanh thai cia
sildenafil bj giam, da lam ting x4p xi gdp déi dién tich dudi dudng cong AUC (100%) va
Cmax (88%) so v&i ngudi & cing @9 tudi nhung khong bi suy thén (xem muc Chi dinh,
liéu diing, cach ding, chéng chi dinh)

Thém vao d6, céc gia tri Cmax va AUC cua chit chuyén héa N - desmethyl ting c6 ¥
nghia 200% va 79% lin lugt & cic ddi twgng suy thin ning so véi & cac ddi twgng chirc
ning than binh thuong.

Nguoi suy gan (trén nhimg nguoi xo gan (Child-Pugh A, Child-Pugh B)), d§ thanh thai
cua sildenafil bj giam, két qua lam ting dién tich dudi dwdng cong AUC (85%) va
Cmax (47%) so véi ngudi khong bi suy gan & cing d6 tudi (xem muyc Chi dinh, liéu ding,
cdch ding, chong chi dinh). Dugc dong hoc cua sildenafil & bénh nhan suy gan ning
(Child-Pugh C) chua dugc nghién ctru.

. Chi dinh, lidu ding, cich ding, chéng chi dinh

Chi djnh

Sildenafil ding dé diéu trj cdc tinh trang réi loan cwong dwong, 14 tinh trang khéng c6 kha
ning dat dwgc hodc duy tri cuong cimg di dé thoa man hoat dong tinh dyc.
Sildenafil chi c6 tdc dung khi c6 kich thich tinh duc kém theo.

Liéu dung - cich ding:

Vién sildenafil dugc dung theo dudng udng.

Doi véi ngwai lom:

HAu hét céc bénh nhén duge khuyén céo ding liéu 50 mg khi cdn, uéng truéc khi quan hé
tinh duc khoang 1 gid.

Duya trén sy dung nap va tac dyung cua thubc, lidu c6 thé tang 1én téi mirc tSi da la 100 mg
hodc gidm t6i mire 25 mg. Liéu khuyén céo t5i da 12 100 mg, sé 14n dung ti da 12 1 1dn
mdi ngay.

Dbi véi bgnh nhén suy thin:

i
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nguyén tré khoe manh (tir 18 - 45 tudi). Do sy gén két sildenafil vio protein huyét twong //CCV

i dzPip: . .
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Céc trudng hop suy th@n nhe hojc trung binh (d¢ thanh thai creatinin 30 - 80 mL/pht), thi
khéng cén diéu chinh liéu.

Céc trudng hop suy thin ning (4§ thanh thi creatinin < 30 mL/phat), thi liéu dung la 25
mg vi 4§ thanh thai cua sildenafil bj giam & nhirng bénh nhén nay.

Doi véi binh nhin suy gan:

Liéu ding 13 25 mg vi 49 thanh thai cta sildenafil bj giam ¢ nhimg bénh nhén nay (vi du
bénh xo gan).

Dii véi tré em: Khong ding sildenafil cho tré em dudi 18 tubi.

Déi véi ngudi gia: Khong cin phai diéu chinh lidu.

Chéng chi dinh

Qué mén véi bét cir thanh phin nao cua thude.

Khi ding céc thube cung cdp oxyd nitric, cac nitrit va nitrat hitu co, nhu glyceryl trinitrat
(nitroglycerin), natri nitroprussid, amyl nitrit.

Sir dung ddng thoi thude sildenafil véi céc chét kich thich guanylat cyclase do tt huyét
ap.

O nam giéi khéng nén giao hop do cac yéu t nguy co tim mach.

Suy gan nd@ng (suy giam chirc ndng gan).

Suy thén nidng.

Giam huyét ép (huyét 4p thip).

Djt quy hodc bién cd vé tim xay ra gin day.

R6i loan thoai héa vdng mac di truyén (ké c rdi loan di truyén vé phosphodiesterose ving
mac).

Bénh nhén bj mét thi lyc mdt mit do bénh thin kinh thj gidc thiéu méu cuc b ving truée
khong do nguyén nhan dgng mach (NAION).

. Céc trwomg hop thin trong khi ding thube

Cin chin doén rbi loan chirc ning cuong duong dya trén tiéu sir bénh va kiém tra st
khoe thyc té dé xac dinh nguyén nhén tiém 4n truée khi xem xét diéu tr bing thudc.

Ygg‘ t nguy co tim mach

Trudce khi bit ddu bit ky didu trj rdi loan chirc ning cwong dwong, bac si cin xem xét tinh
trang tim mach cia bénh nhin do ¢6 nguy co bénh tim lién quan dén hoat ddng tinh dyc.
Sildenafil ¢6 djc tinh gidn mach din dén 1am giam huyét 4p nhe va thoang qua. Truéc khi
ké sildenafil, bac s§ cAn xem xét cén thén liéu bénh nhén véi nhimg diéu kién tiém 4n nhét
dinh c6 thé bj anh hudng bt lgi boi cc téc dung gidn mach cia thudc, dic biét 1a khi két
hop véi hoat dong tinh dyc. Bénh nhan nhay cam véi cac thube gidn mach bao gdm nhiing
ngudi c6 tic nghén tdm thét trdi (vi dy: hep dong mach chu, bénh co tim phi dai tic
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ngh&n), nhimg ngudi c6 hdi chimg hiém gip cua biéu hién teo da hé théng nhwr 1a chirc
néing tyr kiém soat huyét 4p suy giam nghiém trong.

Sildenafil 1am ting tac dyng ha huyét dp cia nitrat.

Céc bién ¢b tim mach nghiém trong bao gdm nhdi méu co tim, dét tir lién quan téi bénh
tim, loan nhip tht, xuat huyét ndo, thiéu mau cyc b thoéng qua, ting huyét dp va ha
huyét 4p duge béo céo trong qué trinh diéu trj ri loan cwong duong bing sildenafil.
Cuong dau duong vdt

Céc thudc diéu trj ri loan cuong duong, bao gdm sildenafil, cAn dugc sir dung thin trong
& nhitng bénh nhin c6 bién dang giai phiu cia duong vit (nhu gdp khic, bénh xo héa thé
hang hay bénh Peyronie), hoic & nhimg bénh nhén c6 bénh ly dé giy cwong dau duong vat
(nhu bénh thiéu méu hong céu hinh liém, dau tiy hoéc bcnh bach cau)

Sir dung déng thoi véi 1

duwong khac

Sy an toan va hi¢u qua ciia vigc két hop sildenafil véi chét trc ché PDES khéc hodc thude
diéu trj ting huyét 4p ddng mach phéi (PAH) c6 chira sildenafil hay thudc didu trj ri loan
cuong duong khac chwa dugc nghién ciru, vi viy khong khuyén cdo céc viéc phi hop
nay.

Tdc dong dén thi luc

Céc truémg hgp bénh nhén bj bénh thin kinh thj gidc thiéu mau cuc bd viing truée khéng
do nguyén nhan déng mach (NAION), mét tinh trang hiém gip, lién quan dén viéc ding
sildenafil va céc chét irc ché PDES khéc 3 duge béo céo. Trong trudmg hop c6 bat ky vin
dé d6t ngot vé mét, bénh nhén cin ngimg sir dung thudc va xin tr vén cua béc sy ngay lap
tic.

St di
Khéng sir dung dong thai sildenafil voi ritonavir,
it dung dong théi véi cdc thudc chen al

Cin thdn trong khi ding sildenafil voi ddng thoi thudc chen alpha do c6 thé din dén ha
huyét 4p triéu chimg & mdt vai bénh nhan nhay cam. Diéu ndy thudmg xay ra trong vong 4
gi®r sau khi ding sildenafil. Dé han ché nguy co ha huyét 4p tu thé, bénh nhén nén diéu trj
én dinh huyét dong khi ding céc thubc chen alpha truéc khi bit dau trj liéu bang
sildenafil. Nén cin nhic khoi ddu diéu tri bing liéu 25 mg.

Anh hwomg dén chday mé

Céc nghién ciru in vitro trén tiéu ciu ngudi cho théy sildenafil ¢6 anh huéng téi kha ning
chéng ngung két cta natri nitroprussid. Chua c6 thdng tin an toan vé sir dung sildenafil
cho nhimg bénh nhén c6 réi loan chay méu hodc loét da diy ta tring. Vi vdy chi ding
sildenafil cho nhimg bénh nhén nay sau khi danh gia cén than lgi ich - nguy co.
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Vién nén Staga-50 chira lactose; Khong ding thudc cho nhimg ngudi c6 vén dé vé di
truyén hiém gip cua khéng dung nap galactose, thiéu hyt lactase lapp hodic kém hép thu
glucose - galactose.

Phu ni¥ ¢6 thai va cho con b

Khéng diing thudc cho phy ni.

Anh hwéng dén kha niing 14i xe va vin hanh mdy méc

Chua c6 nghién ciru cy thé ndo vé anh hudng 1én kha nang 14i xe va vén hanh méy méc
dugc tién hanh.

Hién twong dau diu, chéng mit va thay ddi th lyc di dugce béo céo trong cac thir nghiém
ldm sang v&i sildenafil, do viily bénh nhén cin biét rd ho phan tmg nhu thé ndo véi thude
trude khi lai xe hodc vén hanh may méc.

. Twong tic ciia thude véi cac thube khic va cdc logi twong téc khic.

Sildenafil 1am ting téc dung cta thudc ha huyét dp. Thude nay ciing 1am ting tic dung giy
ha huyét dp cua cac nitrat, nhu isosorbid dinitrat (Isordil), isosorbid mononitrat (Imdur,
Isno, monoket), nitroglycerin (Nitro-Dur, Transderm-Nito) 1a thudc gidn mach, thudng
ding dé diéu tri dau thit ngyc.

Bé¢nh nhén dang dung nitrat khong dugc dung sildenafil.

Cimetidin (Tagamet), erythromycin, ketoconazol (Nizoral), itraconazol (Sporanox) va
mibefradil 1am ting déng ké lugng sildenafil trong co thé. Phai theo ddi cén than bénh
nhén ding cac thube ndy néu ding sildenafil.

Rifampin c6 thé lam giam ndng d¢ trong méu cua sildenafil va lam giam hiéu qua.

. Téc dyng khéng mong muén

Trong céc nghién ctru lidu cb dinh, tn sudt cia mdt vai bién chimg ting theo lidu.
Cic nghién ciru véi lidu cé dinh phan anh st thyc hon ché @5 liéu khuyén céo. Ban chat
cdc tic dung khong mong mudn trong céc nghién ciru nay tuong ty nhu trong cdc nghién
ciru véi lidu ¢ dinh.

Céc tac dung khéng mong mudn thudng dugce thong bdo nhét 1a dau déu va do bimg mit.
Vi lidu 16n hon lidu da khuyén céo thi céc tic dung khéng mong muén cling van la céc
thc dung d liét ké & trén, nhung n6i chung 12 s& gip nhiéu hon.

Sau day la nhirng tic dung khong mong mubn d3 dugc bdo cdo: rit thudng gip (ADR >
1/10), thuémg gap (1/100 < ADR < 1/10), it gip (1/1000 < ADR < 1/100), hiém gip
(1/10000 < ADR < 1/1000), rét hiém gip (ADR < 1/10000):

Nhiém khudn va nhiém ky sinh:

It gap: viém midi.

Rbi logn hé mién djch:

It g@p: qué min.
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Roi logn hé thén kinh:
Rat thuong gap: dau dhu
Thuong gap: chéng mét.
It gap: budn ngu.

Hiém gap: dong kinh, d9ng kinh téi phat, ngit.

Réi logn mit:

Thieomg gdp: m& mit, logn thi, chimg thiy sic xanh.

e

It gdp: dau mit, sg 4nh séng, hoa mit, loan sic thi, sung huyét mét, chéi mit. ;
Hiém gap: phi mét, sung mét, khé mit, moi mét, loa mét, chimg thdy sic vang, chimg
thdy sic do, rbi loan mét, xung huyét két mac, ngira mét, cam gidc bét thuong & mit, phu

mi mit.

Réi logn tim:

It g@p: nhip tim nhanh, danh tréng ngyc.
Rbi logn mach mdu:

Thuong gap: con néng bimg, con dé bung.
It gap: ha huyét ép.

Réi loan hé hép, ngyc va trung thit:
Thuong gap: nghet miii.

It gap: chiy mau cam, tic xoang.

Hiém gap: khan hong, khé mili, phii mii.
Rbi logn h¢ tiéu hod:

Thuwong gap: budn nén, khoé tiéu

It gap: chimg trao nguge da ddy thyc quén, 6i mira, dau byung trén, khd miéng. | {

Hiém gap: giam xic giac miéng.

Réi logn da va mé duwdi da:

It gap: phat ban.

Roi logn h§ co xwong va mé lién két:
It gap: dau co, dau dau chi.

Réi logn h¢ sinh duc va vi:

Hiém gép: cuong duong khéng mong mudn.

Cic rdi logn chung:
It gap: cam giéc néng.
Hiém gap: ngia.

. Qui lidu va cich xir tri
Quid lidu
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Nghién ciru trén nhimg ngudi tinh nguyén ding liéu don 800 mg sildenafil cho thdy céc
thc dyng khong mong muén & liéu nay twong ty nhu & lidu thip, nhung tin xuat gip va
mic ¢ thi tang lén. g&
Xt i /[ /
Trong trudmg hop qué lidu, yéu cdu phai c6 céc bién phéap hd trg phi hop. .//
Thim phén thin khong lam ting d¢ thanh thai vi sidenafil gin manh véi protein huyét
tuong va khéng bj thai trir qua nudc tiéu.

Gidm dbc cong ty ding ky Ambica
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