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Sildenafil Oral Gel
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Oral Gel

Sachet

Thanh phan:

Ma&i g6i 5 g chira:

Sildenafil Citrate trong duwong
véi Sildenafil 100 mg

Gel base vira dd

Chi @jnh, cdch ding, chéng chi a|nh,
che thdng tin khic: xem trong tr
hwéng din sie dyng kim thao

Boc kj hudmg diln sir dyng trude ki disng
xa thm tay tré om

Bio quén: Noi khé mit, trinh dnh sdng

Nha nhap khiu:

Warning :
To ba taken under madical supaniaion




Sildenafil Oral Gel

Sachet

SDK :VN-
86 16 SX. : SRG-31109
NSX : 141102009
HD : 13/10/2012

Sén xuft bdi:

UNIJULES LIFE SCIENCES LTD.
B-35&36, M.I.D.C. Industrial
Area, Kalmeshwar,

Dist. Nagpur, Pin. No. 441 501,
(M.S.) India.




Thanh phén:

M&i géi 5 g chira;

Sildenafil Citrate twong durong
v Sildenafil 100 mg

Gel base vira dd

Chi djnh, cdeh diing, chdng chi dinh,
chc Iﬁﬁmn khde: xem trong tr

hurémyg wir dyng kém theo
Bpcky din sir dung tnete ki ding
xa thm tey fré om

Bao quan: Nod kho mat, tréinh dnh sdng

Warning :
Ta be taken under medical supasvision
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DPoc ky huedng din si dung triweée khi diing.
Néu can thém thong tin xin héi y kién cia thiy thude

SINTANVIL ORAL GEL
Thanh phin:
Mai goi 5g chira:
Hoat chit: Sildenafil citrate trong dwong véi Sildenafil ............... 100 mg

T4 dugc: Liquid Sorbitol, Methyl paraben, Propyl paraben, Saccharin Natri, Glycerin,
Carboxy methyl cellulose Natri, Menthol, Anethol, Brilliant blue, Nudc tinh khiét

TINH CHAT DUOC PONG HOC:

Hap thu: Sildenafil duge hip thu nhanh sau khi uong, sinh kha dung tuyét adi khoang 40%.
Dugc dong hoc cua sildenafil ti 1& vdi lidu trong pham vi lidu khuyén cdo. Nong do tbi da
trong huyet tuong dao dng tir 30 -120 phut (trung binh 1a 60 phut) sau khi uong lic doi. Khi
dugc udng cung voi thic dn giau chét béo, ti 1& hap thu thudc bi giam, thoi gian dat ndng do
dinh Tma, cham 60 phut va nong d6 dinh giam 29%.

Phdn bé: Thé tich phan bé thude (Vd) ctia sildenafil ¢ trang thai 6n dinh trung binh la 105 L,
phan bd tap trung vao cdc md. Sildenafil va chét chuycn hoa chinh & vong tudn hoan 1a N-
desmethyl gin két voi protein huyét tuong khoang 96%. Viéc lién két vai protein huyét tuong
khéng phu thudc vao nong df toan phan ciia thude. Nong do sildenafil trong tinh dich nhung
ngudi tinh nguyén khoé manh sau uong 90 phit nho hon 0,001% liéu diing theo dudng udng.
Chuyén hod: Sildenafil dugc chuyen héa boi isoenzym gan CYP3A4 (dudng chinh) va
CYP2C9 (duong phu). Chét chuyén hod & vong chuyén hoa chinh ctia sildenafil tao ra tir qua
trinh N-desmethyl hoa, va sau do lai tiép tuc duge chuyén hod uep Céc chét chuyf:n hoa nay
6 hoat tinh chon loc trén PDE tuong tu nhu sildenafil, va trén in vitro, kha ning uc ché
PDES5 bing khoang 50% chit me (sildenafil). Nong do trong huyet thanh clia chét chuyen hoa
bing khoang 40% ndng do sildenafil, vi vdy chédt chuyén hoa chiém khoang 20% téc dung
dugce ly cua sildenafil. )

Thdi trir: Sau khi diing thude theo duong udng hodc tiém tinh mach, sildenafil duge dao thai &
dang chuyén hod, cht yéu qua phan (80% liéu udng) va phin con lai dugc dao théi theo nudc
tiéu (13% liéu ubng). Ca sildenafil va chit chuyén hoa c6 thoi gian ban thai la 4 gio..

TINH CHAT DUGC LUC HOC:

Sildenafil la mt chat e ché chon loc cua phosphodiesterase tuyp S(PDES), mdt enzym phé
huy guanosin monophosphat vong (¢cGMP) trong duong vat. Bang cach giam téc dong cuia
PDES3, sildenafil tao diéu kién dé dang tac dong cua nitric oxyd trong qué trinh kich thich tinh
duc: ting ndng d6 cGMP, co tron budng 1ong, va mau chay vio trong duong vat, giy ra s
cuong. Khong c6 kich thich tinh duc, sildenafil khong ¢6 tac dong 1én sur cuong.

CHI DINH:
Sildenafil dugc diing trong diéu tri rbi loan cuong dwong.
Thuéc nay chi dung theo don ciia thdy thuic

LIEU LUONG VA CACH DUNG:

- Diéu tri rbi loan cuong duong: L1eu khuyén diung la trong héu hét cac bénh nhan, lidu
khuyén dung dugc ubng 50 mg, khi cén, khoang 1 gi¢ trude khi hoat dong tinh duc. Dua vao
hiéu lwc va su dép img, l1cu c6 thé tang dén liéu khuyen dung t6i da 100 mg hoic giam dén 25
mg. Liéu khuyén ding t6i da thuong 1a 1 lan / ngay.
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CHONG CHI DINH:

Sildenafil duoc chéng chi dinh & nhitng bénh nhin qua man véi bt ky thanh phan nio cia
thube, bénh nhan dang dung nitrat va cac thudc gisin mach, bénh nhan ha huyét 4p, méi bi dot
qui, dau that ngue khdéng &n dinh va nhdi mau co tim.

TAC DUNG KHONG MONG MUOCN:

Gan 15% ngum dang uong sildenafil ¢6 tac dung khong mong mubn, Nhimg tac dung khcmg
mong mudn thudng nhét 13 phimg mat (1/10), dau dau (1/6), dau da day, sung huyét mii,
budn ndn, va mat kha ning phan biét mau xanh 14 ciy va mau xanh da troi.

Théng bio cho bdc sy nhitng tic dung khong mong mudn gip phdi khi diing thuéc.

THAN TRONG:

Sildenafil citrate gdy gidn co lam gidn mach mau va giam huyét ap. Khi dung Sildenafil
citrate déng thoi vai céce nitrat, tac ddng nay sé manh hon khi ding mot minh.

Huyet ap giam géy bét loi cho bénh nhén bi dau thit ngue do lam giam dong chay ciia mau
dén tim va c6 thé giy ra mot con nhdi méau co tim

Dung than trong & nhitg bénh nhén bi nhéi mau co tim, ddt quy, hodc bi loan nhip tim ¢6
nguy co tir vong trong 6 thang vira qua, bénh nhén c6 tién sir suy tim, bénh déng mach vanh,
huyét ap cao hoic huyét ap thip khong kiém soat duge, bénh nhén bi bién dang duong vat va
cuong duong kéo dai, bénh nhan bi viém vong mac sic tb, roi loan chay mau, hoic loét da
day tién trién.

SU DUNG CHO PHU NU €O THAI VA CHO CON BU: /j—

Thube khong duge chi dinh dung cho tré so sinh, tré em, phu ni.

TAC PONG CUA THUGC KHI LAI XE VA VAN HANH MAY MOC:
Khéng dugc dung

TUONG TAC THUOC:

Sildenafil lam ting nhimg tac déng cua thude ha huyét dp. N6 ciling 1am ting nhimng tic dong
ha huyét ap cta nitrat vi du: isosorbid dinitrat (Isordil), isosorbid mononitrat (Imdur, Ismo,
Monoket), nitroglycerin (Nitro-Dur, Transderm-Nitro) ma duoc dung chu yéu trong diéu trj
dau thit nguc. Nhirg bénh nhin dang uéng nitrat khong nén ubng sildenafil. Cimetidin
(Tagamet), erythromycin, ketoconazol (Nizoral), itraconazol (Sporanox) va mibefradil
(Posicor) ¢ thé gdy ra ting rd rét lugmg sildenafil trong co thé. Nhitng bénh nhan dang udng
nhimg thube nay nén dugc theo ddi can thin néu udng sildenafil.

sU DUNG QUA LIEU:

Nghién ctru st dung lidu duy nhét & ngudi tinh nguyén, 1én dén 800mg cho biét cac phan tmg
ngoai y déu gidng nhu khi dung céc liéu thap hon.

Trong truomg hop qué lidu, didu tri hd trg chudn nén dugc 4p dung ding yéu cau, Thim téch
thén 1a khong phai la phuong phap dang mong doi dé tang cudng su thanh thi vi sildenafil

T

lién két cao vdi protein huyét turong va khéng thai trir qua nu:orc "eu 3 \,}%

PONG GOI: Hop 10 gobi

HAN DUNG: 3 nam k& tit ngay san xuat.
Khéng diung thudc qud han si dung.



BAO QUAN:
Bao quan thuéc noi kho mat, tranh anh sang,

DE XA TAM VOT CUA TREEM
SAN XUAT BOL:

UNIJULES LIFE SCIENCES LTD.
B- 35 & 36, MLL.D.C Industrial Area, Kalmeshwar, Dist. Nagpur, Pin. No. 441 501, (M.S) India

E SCIENCES LTD.
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