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THANH PHAN: MBi vién chira: THOG
C BAN THEO BON
- Hoat chat: Sildenafil.... ........................50mg. A
(dudi dang Sildenafil citrat). BE XA TAM TAY TRE EM ~‘70A 7. 9

- T4 dugc: vira dii 1 vién BOC KY HUGNG DAN SU DUNG TRUGC KHI

CHi BINH - CACH DUNG - CHONG CHi BINH: Sin sult bi:
Xem 16 hudng din sif dyng. GTY TNHH DP SHINPOONG DAEWDQO
BAD QUAN: Trong bao bl kin, & noi kho tranh S6 13, Dubng 9A KCN Bign Hoa 2, Tinh Béng Nai.

anh séng, nhigt 40 dudi 30°C.
TIEU CHUAN: TCCS

2 Vi x 2 Vién nén bao phim GMP-WHO |

B Thuéc ban theo don

GRAFIL §

Sildenafil 50mg %i, y

{

: GTY INHH DP SHINPOONG DAEWOO

shinpoong.com.vn

COMPOSITION: Each tablet contains

- Active ingredient: Sildenafil................. 50mag. SBK Reg. No -
(as Sildenafil citrate).

- Excipients: g.s 1 tablet S8 16 SX Lot No.

INDICATION - USAGE - CONTRAINDICATION:

See insert NSX Mid. Date :

STORAGE: In a tight container, at dry place, HD Exp. Date -
L o xp. Date

protected from light, temperature below 30 G.

SPECIFICATION: Manufacturer

2 Blis. x 2 Film coated tablets GMP-WHO |

B Sold only by prescription

GRAFIL

Sildenafil 50mg

M

Sildenafil 50mg

GRAFIL @

(&5 SHINPOONG DAEWOD PHARMA GO..LTD.

= www.shinpoong.com.vn
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THANH PHAN: M3i vién chiraj\
— Hoat chdt: Sildenafil................} ’

- Ta dwoe: Ludipress, Flowlac 100,

S Com'ﬁ N

(duéi dang Sildenafil's ‘\

hydropropyl cellulose (L), acid silicic khan nhe magnesi stearat, mau
xanh Opadry AMB 80W50554, hydmpropyhnethyl cellulose 2910, dAu
Castor.

DANG BAO CHE: Vién nén bao phim
QUY CACH PONG GOIL: Hop 2 vi x 2 vién.
CHI PINH

Diéu trj céc tinh trang rdi loan cuong duong (tinh trang khéng cé kha
néing dat duoc hodc duy tri cuong cimg du dé thoa man hoat déng tinh
dyc).

Sildenafil chi c6 tac dung khi co kich thich tinh duc kém theo.

LIEU LUQNG VA CACH I)UNG

Nguwoi lom:

+ Liéu khuyén cdo la 50 mg, ubng trudc khi quan hé tinh duc khoang 1
gid,

+ Duya trén su dung nap va tac dung cua thube, lidu c6 thé ting Ién téi
mirc tbx da 14 100 mg hodc glé.m téi mirc 25 mg. Liéu tdi da 14 100
mg, s6 14n diing t6i da 1a 1 1an mi ngay.

Suy thén ning (46 thanh théi creatinine < 30 mL/phit), suy gan: nén

ding liéu 25 mg.

Bénh nhén daugudllng cac thube khac nhw;

+ Ritonavir: lieu khong dugc vugt qua 25 mg trong vbng 48 gio.

+ Thubc trc ché CYP3A4 (erythromycin, saquinavir, ketoconazol,
itraconazol): nén kh&i déu véi ligu 25 mg.

+ Thudc chen alpha (doxazocin, terazocin,...): khéng nén ding liéu
qué 25mg va khoang céch thoi gian ding cac thude nay phai trén 4
gidr.

Tré em: uj ding cho tré em dudi 18 tudi.

N 1woi > 65 tudi: khoi diu véi lidu 25mg
NG CHI PINH

Benh nhén dj img vi bét ky thanh phﬁn nao ciia thube.

Bénh nhin dang ding nhimg chét cung cép nitric oxid, cac nitrat hiru co

hay nhimg nitrit hitu co.

Khong khuyén céo diéu tri rdi loan cuong duong cho cac bénh nhan bj

bénh tim mach

SU DUNG THAN TRONG

~ Bénh nhan bj cao huyét 4p hoéic ha huyét ap.

Bénh nhan c6 cac bién dang vé giai phiu duong vat, co bénh Iy dé gay
cuong dau duong vét (nhu bénh thiéu méu hﬂmg cau hinh liém, bénh da
u tily, bénh bach céu). ) . )
Bénh nhén c6 ri loan tim mach trdm trong nhur dau that nguc khéng 6n
dinh, suy tim néng. ; :
Tinh an todn vé hiéu qua cia viéc phdi hop sildenafil va cac thube diéu
trj rbi loan cuong duwong khac khong dugc nghién ciru, vi véy khong
duoe phéi hop cac thubc nay.

Bénh nhén bj 1éi loan ddng mau hoac Iuél tiéu hoa cép tinh.

Bénh nhin viém vdng mac sic b co cac rbi loan vé gen
phosphodiesterase & vng mac.

Trénh &in qué budi hay ubng nudc ép trai budi khi dang ding thude trir
khi ¢6 huémg din ciia béc si.

PHU NU'CO THAI VA CHO CON BU: khong ding thubc cho phu nir
TUONG TAC THUOC

Diing déng théi voi cac tac nhan itc ché CYP3A4 (nhu erythromycin,

itraconazol, ketoconazol, cimetidin, ritonavir, saquinavir) s& lam gidm

@6 thanh thai sildenafil.

Sildenafil duge chimg minh 14 c6 khé ning lam tang tac déng ha huyét

ap ciia c4c nitrat cip va man tinh. Vi vay chéng chi dinh dung sildenafil

cing vdi cic chét chira nitric oxid, c4c nitrit hiru co hay nitrat hiru co

dudi bat ky hinh thire ndo du thutmng xuyén hay ngat quang.

Viéc ding sildenafil & nhiig bénh nhén dang phéi didu trj bing céc
thubc chen anpha giao cim co thé giy ha huyét 4p toan than & mot sb

benh nhén.

TAC DUNG PHU

Noi chung nhimg tic dung khéng mong mubn chi & mirc thodng qua,
nhe hay trung binh. Céc tac dung khéng mong mudn thuéng duge théng
bao nhét 1a dau déu va d6 bimg mt.

S

BT : (08) 22250683
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én bao phim GRAFIL
Sildenafil 50 mg

Mﬁl sb tac dung phu khac:

- R&: loan hg m1£| dich: phin {mg qué mén (bao gbm ban ngoai da).

+ R6i loan hé tim mach: cac rbi loan tim mach nghiém trong bao gﬁm
nhéi mau co tim, héi chimg dau thm ngue, chet djt tir do tim, loan
nhip that, tai b:én mach méu ndio, thiéu méu thoing qua, tang huyét 4p,
ha huyét p, ngét, mach nhanh, tréng nguc va chay méu cam.

+Réi loan tiéu hoa: nén. ) \

+ R0 loan mit: dau mat, mit d6 hodc mit c6 diém chiy méau.

+ RO1 loan hé sinh sin: cuong cing duong vit kéo dai hodic cuong dau
duong vit,

Théng bdo cho bdc si cde tdc dung phu gdp phdi khi sit dung thudc.
DUQC LUC HOC

Sildenafil 1a mubi citrat cia sildenafil, ding dudng ubng dé diéu trj rbi
loan cuong dwong. Sildenafil co tac dung trc ché chon loc cGMP (cyclic
guanosine monophosphate ) - phosphodiesterase diic higu typ 5 (PDES).
Co ché tic dung:

Co ché sinh ly cuong duong vit kéo theo sy gidi phong nitric oxid (NO)
& thé hang trong sudt qué trinh kich thich tinh duc.

Sau d6 NO hoat hoa men guanylate cyclase, men nay lam tang nong do
ciia ¢GMP (cyclic guanosin monophosphat) tir d6 lam gidin co tron
mach méu ciia thé hang va cho phép dong méu chay vao.

Sildenafil khong c6 tac dung giain tryc tiép trén thé hang phén lap cia
ngudi, nhimg né 1am tang tac dung cia NO bing cach trc ché PDES,
Chit ndy co tac dung phan hity cGMP trong thé hang,

Khi kich thich tinh duc tao ra su gidi phong NO tai chd, thi sy (rc ché
PDES5 cua sildenafil s& lam ting luong cGMP trong thé hang, két qua
lam gifin co tron va ting dong mau téi thé hang.

DUQC PONG HOC =

Sildenafil dugc chuyén ho4 chinh 1a & gan (chu yéu la & cytochrome
P450 3A4) va céc chét chuyén hod ctia né c6 hoat tinh gidng chdt me
(sﬂdena.ﬁl)

Trén in vitro, néng d5 3,5 nM sildenafil (rc ché men PDES cia ngudi
khoang 50%. Trén ngutri, nong d6 sildenafil tr do tbi da trung binh sau
khi ding mot liéu don 100 mg 14 x4p xi 18 ng/mL hoc 38 nM.
Sildenafil droc hép thu nhanh sau khi u&ng, véi sinh kha dung tuyét dbi
khoang 40% (dao ddng tir 25-63% ) va dat duoc m‘}ng do toi da trung
binh tron f huyét tuong tir 30-120 phat (trung binh 60 phut). Thube thai
trir chil yéu qua phén 80% va mét phin qua nudc tiéu 13%; Tin 14 4 gidy
Thirc &n ¢6 ham lugng md cao lam gidm kha niang hip thu cta sildenafil
voi théi gian gidm trung binh trong Tmax la 60 phit, va Cmax gidm
trung binh 29%.

QUA LIEU

Nghién ciru trén nhimg ngudi tinh nguyén dl.mg lifu don 800 mg
sildenafil cho théy céc tac dung khéng mong muén & liéu nay tuong ty
nhu & liéu thip, nhung tén xuét gap thi ting Ién.

Trong trutmg hop qua liu, yéu cdu phai co cac bién phép hd trg chuén
Thém phén than khéng Iam ting d6 thanh thai vi sildenafil gén v
protein huyét tuong va khong bj thai trir qua nude tidu,

NGUY CO CO THE XAY RA KHI LAM DUNG THUOC

P4 co truomg hop lam dung thudc giy cuong duong kéo dai hon 4h, va
cuong dau hon 6h khi sir dung thudc. Trong trudng hop nay, bénh nhin
cdn di kham ngay,

Hoat dﬁng tinh duc c6 thé anh huéng 1&n tim mach, dic blét la bénh
nhan méc bénh tim mach. Céc nguy co ¢ thé xay ra nhu nhoi méau co
tim, dGt quy, loan nhip tim co thé nguy hiém dén tinh mang. Bénh nhén
cb vﬁn dé vé tim mach hay di timg bi chéng mit, dau nguc, ... khi dang
hoat d6ng tinh duc cén phai théng bao cho bac s biét,

Thubc co thé gdy chong mat hay rbi loan thj giac, cén thin trong khi lai
tabu xe hay diéu khién may méc. Cén han ché cic thirc udng c6 chira
con.

KHUYEN C.i'\O

BAO QUAN:

Trénh xa tim tay tré em,
Thube nay chi ding theo sy ké don ciia thiy thuéc,
gc :x hwéng déin sir dung trude khi diing. )
n thém théng tin, xin héi ¥ kién bac 5

Trong bao bi kin, & noi khd, tranh 4nh sang, #ihié
A

HAN DUNG: 36 thang ké tir ngay sén xua
TIEU CHUAN: TCCS.

CONG TY TNHH DP SHINPOONG DAEWOO
Nha may : 56 13 , Duding 9A, KCN Bién Héa 2, Péng Nai, Viét Nam b -
Van phong: Phong 5 & 7, Lau 9, Thép R1 TbanhaEvemch 9635u0ng3!2 P. 15, Q. 11, TpNHCM -
Fax : (08) 22250682 %

Email : shinpoong@spd.com.vn
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