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Indications, Contraindications, A

Administration: See the leaflet insert insi

Storage: Store below 30°C, in dry place, protect from light.

Specification: Manufacturer's.

Keep out of reach of children,

Read carefully the leaflet before use.
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Thubc bdn theo don R X
TO HUONG DAN SU DUNG THUOC
Vién nén bao phim SEXAPIL
TEN THUOC: SEXAPIL
Thanh phin: Mdi vién nén bao phim SEXAPIL chira:

Sildenafil citrat 70,24 mg w
(twong dwong Sildenafil 50 mg)
UG5 TR s ) S— 1 vién.

T4 dwge gdm c6: Avicel 102, Manitol, Eratab, Polyvinyl pyrolidon K30 (P.V.P K30),
Tween 80, Magnesi stearat, Hydroxypropyl Methylcenlulose (HPMC), Polyethylen glycol
6000 (PEG 6000), Talc, Titan dioxyd, Patent Blue, Erythrosin.

DANG BAO CHE: Vién nén bao phim mau tim, canh va thanh vién lanh lin.

QUY CACH PONG GOLI: hop 1 vi x 4 vién.

CAC PAC TiNH DUQC LUC HOC:

- Sildenafil 1a chit e ché chon loc ciia vong guanosine — monophosphate (¢.GMP) —
phosphodiesterase type 5 (PDE5S).

- Cuong duong vat 1a mot qud trinh huyét dong hoc dua trén su gidn co tron tai thé hang va
nhitng tiéu dong mach tai d6. Khi c6 kich thich tinh duc, cac té bio ndi md va céc diu tin
cung ddy than kinh tai thé hang s& giai phong nitric oxid. Nitric oxid s& hoat ho4 enzyme
guanylat cyclase tir d6 lam ting viéc tong hop guanosine monophosphate vong (GMPc) tai
thé hang. GMPc ¢6 tac dung lam giéin co tron tai thé hang do vy lam ting luu lugng mau
vao duong vét, din dén cuong duong. Sildenafil 1a chét e ché enzyme phosphodiesterase
type 5 (PDES) — enzym phan hily GMPc, do d6 ngan can sy pha hiy GMPc, gitp GMPc
tich Ifiy va ton tai 1au hon. GMPc ton tai cang lau, su & huyét & duong vat cang kéo dai.
CAC PAC TINH DUQC PONG HOQC:

- Sildenafil dugc hdp thu nhanh chéng sau khi udng, véi sinh kha dung trung binh 40%.
Thoi gian dat ndng do dinh trong huyét trong la khoang 1 git sau khi uéng.

Thirc dn ¢6 ham luong m& cao lam giam kha ning hap thu cua sildenafil, véi thoi gian
gidm trung binh Ty, 1a 60 phit, va Cp,.x gidm trung binh 29%, trai lai mic d6 hdp thu
khéng anh huéng dang ké (dién tich dudi duong cong giam 11%)

- Sildenafil lién két 96% véi protein huyét tuong va duge chuyén héa & gan béi cytochrom
P450 isoenzyme CYP3A4 (con dudng chinh) va CYP2C9. Chit chuyén hoa chinh la N-
desmethylsildenafil van con hoat tinh.

- Thoi gian ban thai cta Sildenafil 1a 4 gior cho liéu diéu trj 25 — 100 mg.

- Sildenafil va chét chuyén hoa dugc bai tiét chu yéu qua phan va mét phan qua nuée tiéu.
D¢ thanh thai c6 thé giam & nguoi cao tudi, bénh nhan suy gidm chirc ndng gan, than.

CHI PINH:

- Thude duge chi dinh trong céc truong hop réi loan cuong dwong (dwong vét khong thé
cuong cing khi quan hé tinh duc hodc thoi gian cuong khong du dé dap ung trong quan
hé).

- Pé thude c6 tac dung cin phai c6 su kich thich tinh duc hay sw ham mudn vé tinh duc.
LIEU DUNG, CACH DUNG VA PUONG DUNG:
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- Céch dung: Thube duge ding theo dudng udng, khoang 1 gidr trude khi c6 quan h¢ tinh
duc.

- Licu dé xuét cho hau hét bénh nhan 1 50mg. Tuy nhién dya vao hiéu qua va ddp tng, c6
thé tang liéu dén t6i da 1a 100mg

- Khong udng thudc nhidu hon 1 lan/ngay.

CHONG CHI PINH: Thry

- Qué man véi bét ctr thanh phin nao cua thudc.

- Phy nit, va nguoi dudi 18 tudi.

- Nhitng bénh nhan dang diéu tri véi céc nitrat hitu co bét cir dang nao hoic cc chat cung
cép thém nitric oxid.

- Nhitng bénh nhéan suy gan ning, bénh nhén c6 tién st dot quy, nhdi méu co tim, dau thit
nguc khong én dinh, huyét ap thép.

- Nhirng bénh nhan rbi loan vOng mac nhu viém sc td vOng mac.

CANH BAO VA THAN TRONG KHI SU DUNG:

- Bénh nhan suy gan, suy than ning. Néu sir dung can phai giam lidu, lidu nén ding 25mg

- Bénh nhan ¢6 tién st bénh tim mach.

- Bénh nhan c6 bd phén sinh duc bi bién dang do giai phau (c6 géc canh, xo hoa hay bénh
Peyronie).

- Bénh nhén bi méic cc bénh c6 thé din dén tinh trang cwong dau duong vét (bénh té bao
hé“mg cau hinh 1iém, da u tuy xuong, bénh bach céu).

- Trong truong hgp cuong duong vat kéo dai (trong hon 4 gio), bénh nhan phéi tim si hd
trg vé y té, vi tén thuong mé duong vt va mét vinh vién kha ning giao clu co thé xay ra

- Bénh nhan bj rbi loan chidy mau hodc loét dudng tiéu hoa.

- Bénh nhén nén ngirng str dung Sildenafil va lién hé véi bac si khi dot ngdt mét thi gidc va
thinh gidc. Khong dung Sildenafil cho bénh nhéan bi mét thi gidc & mdt mét gdy boi bénh
than kinh thi gidc trude do thiéu mau cuc by khong do viém dong mach, khong ké bénh d6
¢6 lién quan v6i viée trude ddy c¢6 ding thude e ché phosphodiesterase typ 5 (PDES) hay
khong.

- Can thén trong khi chi dinh Sildenafil cho bénh nhan dang dung thudc chen alpha vi nguy
co ha huyét 4p tu thé trong qua trinh didu tri (xem muc twong tac thudc)

- Tranh st dung dong thoi Sildenafil véi Ritonavir (thude re ché HIV- protease) do lam
tang nong do ctia Sildenafil trong huyét 1én déng ké.

- Khong ¢6 sy khac nhau nao vé tac dung khong mong muén ¢ nhirng bénh nhan ding va
khong dung Sildenafil dong théi véi cac thube ha huyét ap.

TRUONG HQP PHU NU CO THAI HOAC PANG CHO CON BU: Chéng chi dinh.
TAC DUNG POI VOI KHA NANG LAI XE VA VAN HANH MAY MOC: Céic
nghién ctru vé anh hudng ctia thube dbi véi nguoi 1ai xe va van hanh may mée chua duogce
bao cdo ddy du. Tuy nhién, néu thdy cac triéu ching nhu nhirc dau, hoa mit, chong mat,
thay ddi vé thi luc thi can tranh céac hoat dong trén.

TUONG TAC THUOC:

- Sildenafil hodc céc thube trc ché phosphodiesterase typ 5 khac ¢6 thé lam ting tic dung
ha huyét 4p cla nitrat hitu co va do d6 bi chéng chi dinh & bénh nhan dang dung cac thude
nay.



- Sildenafil lam ting tic dung ha huyét 4p ctia nicorandril nén trdnh dung dong thoi.

- Ha huyét ap triéu ching cling c6 thé xay ra khi ding cic thude uc ché phosphodiesterase
typ 5 cling cac thude chen alpha. N6i chung, bénh nhan phai duge 6n dinh bing tri liéu véi
thubc chen alpha trude khi bat ddu didu tri v6i thude e ché phosphodiesterase typ 5 voi
mot lidu thép va duoc didu chinh tuy theo dép mg.

- Céc thube e ché isoenzym cua cytochrom P450 CYP3A4 nhu Cimetidin, Delavirdin,
Erythromycin, Clarithromycin, Ketoconazol, Itraconazol, Saquinavir c6 thé lam giam sy
thanh thai cia céc thude tre ché phosphodiesterase typ 5, nén cin phai giam liu céc thube
nay. Nong do trong huyét twong cua céc thudc trc ché phosphodiesterase typ 5 dugc ting
1én dang ké béi cac thudc irc ché HIV — Protease va dic biét khi 4p dung cac ché do an
udng diéu dudng dugc ting cuong boi Ritonavir. Tranh cac su két hop nhu vy trir khi that

can thiét.

- Bé dat duoc hiéu qua diéu tri tdi da, khong nén udng ruou trude khi st dung thude.
- Nude budi chim lam ting nong do Sildenafil trong huyét twong.
- Thirc &n ¢6 ham lwgng md cao 1am giam kha ning hip thu cia Sildenafil.

- Céc thudc gdy cam tng CYP3A4 nhu Rifampicin, ¢6 thé lam giam nong do huyét tvong
ctia cdc thudc trc ché phosphodiesterase typ 5. Bosentan ciing lam giam ndng d¢ huyét
tuwong cta Sildenafil
TAC DUNG KHONG MONG MUON (ADR):
No6i chung nhirng tic dung khong mong muén chi & mirc thoang qua, nhe hay trung binh.
Trong céc nghién ctru lidu ¢d dinh, tin sudt ciia mot vai bién chimg tang theo liéu.

Céc tac dung khong mong mudn thuong duge thong béo nhit 1a dau diu va do blrng mit.
Céc tac dung khong mong mudn duoc trinh bay & Bang 1 dudi day:

Rat
Phan loai theo thuong Thuong gap it gap Hiém gip
hé co quan gap (= 1/100 va <1/10) (= 1/1000 va <1/100) (= 1/10000 va <1/1000)
(= 1/10)
Nhiém khuan va Viem mi
nhiém ky sinh
Roi loan hé =
mién dich QU ik
Tai bién mach mau ndo
. ‘ Con thiéu mau ndo
Ei(;lh loan hé than Pau ddu | Chéng mat Eg}iggn ngl, giam cam ‘ggiggk ?nl.;?*
Pong kinh tai phat*
Ngét
Bénh than kinh thi gidc
R6i loan chay nuée mit | do thiu mdu cuc bd
- Pau miit khong viém dong mach
Mo mat . ; Z
N ) Voiogii 63 So a.nh’sang @AION), taci macP
Ro6i loan mat Ch;fmg ; fily she Hoa mat . vdng mac, xuat hl{yet
B Loan sic thg ) vOng mac, mat trudong
Xung huy€t mat nhin, tang nhan ap,
Choi mat gian dong tir, phu mat,
sung mit, khé mat, moi




Ty’

‘mat, léa mat, chimg
thdy sic vang, chimg
thiy sic do, rdi loan
mét, xung huyét két
mac, ngua mit, cam
gidc bét thuong & mit,
phil mi mét

Roi loan tai va
mé dao

Chéng mit, u tai

Mt thinh gidc

Ngimng tim, nhoéi méu

ke : Nhip tim nhanh co tim*, loan nhip tdm
Ro6i loan t el i » 10¢ ! :
i Dénh trong nguc that, rung nhi*, dau that
i nguc khéng 6n dinh
R6i loan mach Con néng birng 2 7
méu Con do bimg PRI
R6i loan hé hap, T Khan hong
nguc va trung Nghet miii Tée })icoan Khé miii
thét g Ph mii
Ching trao nguoc da
R&i loan hé tiéu Budn nén Cé:'?y ti}uc s Gidm xiic gidc mid
fia Khé ticu i mira iam xtc gidc miéng

DPau bung trén
Khé miéng

RO6i loan da va
mo dudi da

Phat ban

Hoi chimg Stevens-
Johnson (SJS), hdi
chiing hoai tir da nhiém
ddc (TEN)*

Roi loan hé co
Xxuong va md
lién ket

Pau co
Pau dau chi

ROi loan thén
tiét niéu

Pai ra mau

Roi loan hé sinh
duc va vi

Cuong duong khong
mong muon*
Téng cuong duong

Cic roi loan
chung va tai noi
dung thuoe

Cam gidc nong

Ngtra

Két qua kiém
tra/xét nghiém

Tang nhip tim

*Chi ¢6 bdo cdo trong khao sat sau khi thudc luu hanh

Véi liéu 16n hon lidu da khuyén cdo thi cac tac dung khong mong mudn van la céc tac
dung da liét ké & trén, nhung néi chung la s& gip nhidu hon.
Qua phén tich céc thir nghiém 14m sang mu doi c6 ddi chimg gia duge gdm hon 700 ngudi
hang ndm dung gia dugc va 1300 nguoi hang nam ding Sildenafil, khong thdy c6 su khac
biét nao giit hai nhém vé ti 1& mic nhdi mau co tim (MI) va ti I¢ tr vong do tim mach. Déi
v6i cé hai nhém thi ti 18 nhoi mau co tim (MI) 1a 1,1 trén 100 nguoi hang ndm, con ti 1€ tr
vong do tim mach la 0,3 trén 100 nguoi hang ndm
Ghi chi: Thong bdo cho bdc sy nhitng tic dung khéng mong muén gip phai khi sir

dung thuéc.

QUA LIEU VA XU TRIi: Hién nay c6 it thong tin va kinh nghiém v& qua liéu Sildenafil.



Triéu chimg: C6 thé gay ting cdc ADR thudng gap.
Xt tri: Piéu trj hd tro va didu tri triéu chimg. Pbi v6i con ha huyét ap nang, cafl dit bénh
nhan & tu thé Trendelenburg (ndm déu déc), hoi ste bang truyén dich, st dung thén trong
mdt thube chu van alpha-adrenergic tiém tinh mach (nhu phenylephrin), st dung mot thude
chii van két hop alpha- va beta-adrenergic (norepinephrin) dé hd trg huyét ap (mac di mot
hoi chimg thiéu méu cuc bd co tim cép tinh ¢6 thé xay ra hodc ning 1én). Con ha huyét 4p
do str dung thiéu than trong Sildenafil va mot thude nitrat/nitrit duge diéu tri mot cich
tuong tu.
BAO QUAN: Noi kho mat, nhiét d6 dudi 30°C, tranh dnh sang.
TIEU CHUAN AP DUNG: TCCS.
HAN DUNG: 36 thang ké tir ngay san xuat.
THUOC NAY CHi DUNG THEO PON CUA BAC Si
Dé xa tam tay tré em, doc kj huwéng din siv dung trudc khi ding.
Néu cin thém thong tin, xin héi y kién thay thuéc.

Nha phan phdi: CONG TY TNHH DUQC PHAM HQ
229/CS khu d6 thi méi Pai Kim, Phwong Pai Kim,
Quén Hoang Mai, Thanh phé Ha Noi
Dién thoai: (84.4) 3.6686300/36686301 Fax: (84.4) 3.6686302.
San xuit tai: CONG TY CO PHAN DUQC PHAM TRUONG THQ
L6 M1, duong N3, Khu cong nghiép Hoa X4, Nam Dinh
Dién thoai: 04.37666912 — 0350.3670733

TUQ.CYC TRUONG
p TRUGNG PHONG

G ¢ Mink Hang




