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Thudc bin theo don Ry
ntral TO HUONG DAN SU DUNG THUOC
acy g Vién nén bao phim SEXAPIL
TrungTamThuoc.com TEN THUOC: SEXAPIL
hinh phiin: Mdi vién nén bao phim SEXAPIL chira:
Sildenafil citrat 70,24 mg ']I..Z

(tweomg dwong Sildenafit 50 mg)
Tadugeviradi.................1 vién.

Ta 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), Tale, Titan dioxyd, Patent Blue, Erythrosin.

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

QUY CACH BONG GOI: hap | vi x 4 vién.

CAC DAC TINH DUGC LUC HOC:

- Sildenafil 1a chiit we ché chon loe cia vong guanosine — monophosphate (c.GMP) — “
phosphodiesterase type 5 (PDES).

- Cuong dwong vit 1a mot qui trinh huyét dong hoe dya trén sy gidin co tron tai thé hang va
nhimg ti¢u dgng mach tai 46, Khi co kich thich tinh duc, edc t& bio ndi md v cic diu tan
cing diy thin kinh tai thé hang s& giai phong nitric oxid. Nitric oxid s& hoat hod enzyme
guanylat cyclase tir d6 lam tang viéc tong hgp guanosine monophosphate vong (GMPe) tai
thé hang, GMPe ¢é téc dung lam gidn co tron tai thé hang do véy lam ting hu legng médu
viio duong vét, din dén cuong duong. Sildenafil Ia chat tre ché enzyme phosphodiesterase
type 3 (PDES) ~ enzym phéan hiy GMPe, do dé ngin cin sy phi hiy GMPe, gitip GMPe
tich 18y va ton tai lau hon, GMPe ton tai cing lau, sy (r huyét & duong vat cang kéo dai.
CAC DAC TINH DUQC BONG HOC:

- Sildenafil dwge hip thu nhanh chéng sau khi uéng, vai sinh kha dung trung binh 40%.
Thii gian dat nong do dinh trong huyét trong 1a khodng | gior sau khi udng.

Thite an ¢6 him lugng mé cao lim gidm khi ning hip thu eda sildenafil, vai thii gian
gidm trung binh Ty 12 60 phit, vi Cpyy gidm trung binh 29%, trai lai mirc do hip thu
khéng anh hudmg ding ké (dién tich dudi durdmg cong gidm 11%)

- Sildenafil lién két 96% vai protein huyét irong va duge chuyén héa & gan bai cytochrom
P450 isoenzyme CYP3A4 (con dudmg chinh) vi CYP2C9. Chét chuyén hoéa chinh la N-
desmethylsildenafil vin con hogt tinh,

- Thiri gian ban thai cta Sildenafil 14 4 gi& cho lidu diéu tri 25 — 100 mg.

- Sildenafil v chat chuyén héa duge b tiét chii yéu qua phin va mot phin qua nirde tiéu,
D4 thanh thai ¢ thé giam & newdi cao wdi, bénh nhin suy giam chite nang gan, thin,

CHI DINH:

- Thude duge chi dinh trong cée trrémg hop réi loan cuong duong (direng vit khong thé
cuong cimg khi quan hg tinh duc hofic thii gian ciwrong khong du dé dip (mg trong quan
hé).

- Dé thube ¢6 tac dung cdn phii co sy kich thich tinh dyc hay sw ham muén vé tinh duc.
LIEU DUNG, CACH DUNG VA BUONG DUNG:
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. - Céich ding: Thude duge ding theo dudng uéng, khoang 1 gitr trudre khi c6 quan h¢ tinh
lic.

ntra Ligu dé xudit cho héu hét bénh nhén 1 50mg,. Tuy nhién dya vao higu qua va ddp img, ¢

thé vang liéu dén 1di da 1a 100mg
Khang ubng thude nhiéu hon 1 lin/nghy.
CHONG CHI BINH: Ty
- Qui min vdi bit cir thanh phiin nio ciia thude.
- Phy nir. va ngudi dudi 18 tubi,
- Nhimg bénh nhin dang diéu tri vdi cée nitrat hitu co bit cir dang ndo hofic cac chét cung
¢fip thém nitric oxid.
- Nhimg bénh nhin suy gan nding, bénh nhin ¢6 tién sir dt quy, nhéi miu co tim, dau thit
ngue khéng dn dinh, huyét ap thip.
- Nhitng bénh nhén rdi loan ving mae nhur viém séc tb vong mac.
CANH BAO VA THAN TRONG KHI SU DUNG:
- B¢nh nhin suy gan, suy than ning. Néu sir dung cin phai gigm liéu, lidu nén ding 25mg
- Bénh nhin ¢6 tién sir bénh tim mach. -
- Bénh nhin ¢6 bg phin sinh dyc bi bién dang do gidi phiu (co goe canh, xo hda hay bénh
Peyronic).
- Bénh nhan bj méic cic bénh o thé din dén tinh trang cuong dau duong vit (bénh 1é bio
hong cdu hinh liém, da u tiy xwong, bénh bach ciu).
- Trong trudng hop cuong duong vit kéo dai (trong hon 4 gidy), bénh nhén phai tim sy hd -
trg vé y 1€, vi tn thwong mé dwong vat vi mét vinh vién kha ning giao ciu cé thé xay ra
- Bénh nhin bj i loan chiy mau hodc loét dudmg tiéu hoa. 28
- Bénh nhén nén ngitmeg sir dung Sildenafil v lién hé vai bic s7khi dot ngét mét thj gide va A
thinh gide, Khong ding Sildenafil cho bénh nhan bi mat thi gidc & mt mit gay boi bénh ¥
thén kinh thj gidc truée do thidu méu cue bg khén g do viém ddng mach, khéng ké bénh dé
¢6 lién quan véi viée trude day c6 ding thude ire ¢hé phosphodiesterase typ 5 (PDES) hay
khéng.
- Can thin trong khi chi dinh Sildenafil cho bénh nhin dang dimg thude chen alpha vi nguy
o hy huyét dp thé trong qud trinh diéu trj (xem muc twong tdc thude)
- Tranh sit dyng ddng thoi Sildenail vai Ritonavir (thube ire ché HIV- protease) do lam
ting néng d ctia Sildenafil trong huyét 1én déng ké.
- Khéng ¢6 sy khéc nhau nio vé téc dung khéng mong mudn & nhitng bénh nhén dung va
khong ding Sildenafil ddng thai véi cde thude ha huyét dp.
TRUONG HQP PHY NU'CO THAI HOAC PANG CHO CON BU: Chéng chi dinh.
TAC DUNG POI VOI KHA NANG LAl XE VA VAN HANH MAY MOC: Cic
nghién ciru vé 4nh hwong cta thude déi voi ngudi ldi xe va viin hanh méy méc chira duge
bio cdo diy dii. Tuy nhién, néu thiy ede trigu chimg nhy nhire diu, hoa mit, chéng mat,
thay d6i vé thi lre thi cin tranh cdc hoat dong trén,
TUONG TAC THUOC:
- Sildenafil hofic cac thude trc ¢hé phosphodiesterase typ 5 khic ¢6 thé lam ting téc dung
ha huyét 4p cia nitrat hitu co va do d6 b chdng chi dinh & bénh nhin dang ding cic thude
niy.
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- Sildenafil lam ting tdc dung hy huyét dp ciia nicorandril nén trénh ding dong thai,

Ha huyét ap triéu chimg ciing ¢6 thé xdy ra khi diing cic thude frc ché phosphodiesterase
c nt ra [vP 5 cling cic thude chen alpha. Noi chung‘ bgnh nhin phai dirge én dinh bang tr liéu véi
pharfmacy thude chen alpha trude khi bit diu didu tri voi thude irc ché phosphodiesterase typ 5 vai
ot lidu thip va dlrorc diéu chinh tiy theo dip img.
- Cée thude (re ché isoenzym ciia cytochrom P450 CYP3A4 nhu Cimetidin, Delavirdin,
Erythrontycin, (,larhhmmycin. Ketoconazol, Itraconazol, Saqumawr c6 thé lam giam sy
thanh thdi cta cée thude ire ché phosphodicsicrase typ 5, nén cin phai gidm lidu ce thude
nay. Némg ﬂQ trong huyét tiong ciia cac thude tre ché phosphodiesterase typ 5 duge ting
Icn dang ké b cdc thude (e ché HIV - Protease va diic biét khi dp dyng cic ché d§ in
ucng diéu dudn g duge ting cuimg bii Ritonavir, Tranh cde sy két hop nhur vy trir khi thit
cén thiét,
- D¢ dat diroe higu qua diéu tr t6i da, khéng nén udng nwgu trede khi st dung thude.
- Nude budi chim lam ting néng o Sildenafil trong huyét trong.
- Thire an ¢6 ham lugng md cao lam gidm khd ndng hip thu cia Sildenafil,
- Cdc thude gdy cam (mg CYP3A4 nhur Rifampicin, ¢6 thé 1am gidm ndng db huyét turong
ctia ciic thube tre ché phosphodiesterase typ 5. Bosentan ciing lam giam rmng a6 huyét -
turomg ciia Sildenafil
TAC DUNG KHONG MONG MUON (ADR):
Noi chung nhimg tdc dung khdng mong mudn chi & mire thong qua, nhe hay trung binh.
Trong cde nghién ciru li€u ¢d dinh, tin sudt ctia mot vai bién chimg ting theo liéu.
Cie tie dung khéng mong mudn thudmg duge thong bao nhit 1 dau diu va dé bimg mat.
Ciic tde dung khang mong mudn durge trinh biy & Bang 1 dudi day:

C
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Nhigm Khudn va — 2
uhiém ky sinh Viém mili
Roi logn hé —
mién dich Qué man

Tai bien mach mau niio
Con thitu mdu nfo

Réi loan hé thin Bubn ngl, gidm cam | thodng qua

Pau ddu | Chéng mit

kinh gific Ding kinh*
Pang kinh 14i phat*
N
.| Bénh than kinh thi gide
R6i loan chay nuée mit | do thiéu mdu cye by
: Bau mi khong viém ding mach
LMO‘* m:?.l‘ S dnh séng (NAION), tic mach
Réi loan miit Ch(i;tl:\ | hdy sic | Hoamit ving mae. xun': huyét
star & ¥ Loan sfic thj ving mac, mit tnrong
A Xung hu:nct miit unhin, ting nhin dp,
Chéi mit gifin dong o1, phit mit,

sung milt, khd mit, moi
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‘mdt, 16a mdt, ching
thiy séc ving, chimg
thiy sic da, i logn
mil, xung huyét két
mag, ngira midl, cim
gidc bit thitmg & mit,
phiit m it

Roi logn tai va

il das Chong mit. 0 tai Mit thinh gitie
Ngimg tim, nhdi mdu
Eilaant N]_rip tim nhanh co tim*, loan nhip tim
Reéi logn tim Dinh trong nguc thit, rung nhi*, dau thit
3 ngye khing on dinh
Roi loan mach Cem nong bimg £in
mén Com dé bimg g
Roi loan ho hip, 3 E Khan hong
ngue VA trung Nghet mii ﬂ‘:;::“ cans Kha mili
thit i Phi) mdi
Chimg trio nguge da
T &5 i divy thyre quan
R&i loan hé ticu Bubn nén i s W
4 i mira Gidm xic gide mi¢ng
héa Kho tiéu Dau byng trén
Khd midng
3 H¢i  chimg Stevens-
R logn da va Bhkt ban Johnson  (818), hai
mb dudi da chimg hoai tir da nhiém
dfe (TEN)*
Réi loan hé co
Bau co
Xuwomg vk md §5 Lt
lidn ket Bau dap chi
RSi logn thin ”
tiét nidu B ra méu
T = 01
R3i loan h¢ sinh sl T e i
duevavi Tang cueng duong
Ciac rbi logn
chung va 1ai noi Cim gide ndng Ngira
d%ng thudc
Kél qud kiém %
tra'xét nghiém AREp RLlpitin:

*Chi ¢6 bio cdo trong khio sit sau khi thude hru hinh

Vi lieu [on hon liéu da kbuyén cdo thi cdc tac dyng khong mong mudn vin I cic tic
dung di liét ké o trén, nhung néi chung la s& gap nhiéu hon,
Qua phiin tich cde thir nghiém 1am sing mit d6i ¢o ddi chimg gid dwge gdm hon 700 ngudi
hang niim dimg gia duge va 1300 ngudi hing nam dimg Sildenafil, khong thiy co su khic
biét nito giir hai nhém vé 1 1§ mic nhdi méu cor tim (MI) va 1 1§ tir vong do tim mach, D
v6i ¢d hai nhom thi ti 1¢ nhdi mdu co tim (MI) 1a 1,1 wén 100 ngudi hing ndm, con Ui 1& 1
vong do tim mach 1a 0,3 teén 100 ngudi hang nim
Ghi chi: Thing bio cho bdc sp nhitmg tic dung khong mong mudn gip phii khi sic

dung thuic,

QUA LIEU VA XU TRi: Hién nay ¢6 it thang tin vi kinh nghiém vé qua lidu Sildenafil,
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Trigu chimg: C6 thé gdy tang cic ADR thudng gip.
Xi tri: Diéu trj hd trg va diéu trj tri¢u chimg, DSi véi con ha huyét 4p niing, call dat bénh
o o tu thé Trendelenburg (niim déu ddc), hi sirc bing truyén dich, sir dyng thin trong
mot thuoe chi vén alpha-adrenergic tiém tinh mach (nhur phenylephrin), sir dung mjt thube
PR B T R T i viin két hop aI!Jha- vi lzeta«a.drcm::rgic (norcpi;lie;?hrin) dé hé trg huyét ap (mic dﬁ;mf}l

01 chitng thiéu méu cuc b co tim cap tinh 6 thé xdy ra hodc nang 1&n). Con ha huyét ap
do sir dung thiéu than trong Sildenafil va mgt thude nitratnitrit duge didu tri mot cach
trong tyr.
BAO QUAN: Noi kho mat, nhiét d6 dudi 30°C, tranh 4nh sing,
TIEU CHUAN AP DUNG: TCCS.
HAN DUNG: 36 thang ké tir ngay sin xudl.

THUOC NAY CHI DUNG THEO PON CUA BAC SI
BDE xa tim tay tré em, dpe ky hudng din sit dung tricde khi dimg.
Néu ciin thém thong tin, xin hi ) kién thiy thube.

Nha phin phéi: CONG TY TNHH DUQC PHAM HQ
229/C5 khu dd thi méi Dai Kim, Phwdng Pai Kim,
Quin Hoing Mai, Thanh phd Ha Ngi
Dién thoai: (84.4) 3.6686300/36686301 Fax: (84.4) 3.6686302.
Sin xudt tgi: CONG TY CO PHAN DUQC PHAM TRUONG THQ
Lé M1, duwomg N3, Khu edng nghiép Hoa X4, Nam Dinh
Dién thoai: 04.37666912 - 0350.3670733

1uQ.CuC TRUONG
p TRUGNG PHONG

Gé Mink Hung




