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VARAFIL 10
Hép 2l x 2viénnén bao phim
Box: 85,5 X 55 mm
Blister: 90 X 60 X 20 mm

VARDENAFIL 10 mg

Treatment of erectile dysfunction

BVIPHARMA Ginlvoite
z Boxof 2 blistersx 2 fimcoated tablets

THANH PHAN: Vardenafll 10 mg va cic 1 duc wiks &l 1 vién nén
bao phim
ol DINH, CHONG CHi DINH, CACH DUNG VA CAC THONG TN

KHAC: D 1 huiding din i dyng thudc, WHO-GMP
who Nhigt dty khéng qud 30°C. trinh dnh sing. Mha sdn xude:

XA TAM TAY TRE EM, ) CONG TY CO PHAN BV PHARMA

BOC KT HUdNG DAN SUDUNG TRUGC KHI DUNG. Kp 2,X5T4n Thanh Tay, Huyén Ci Chi, TRHCM.

| Tucudwreonon

10

VARDENAFIL 10 mg
Diéu tri réi loan cuong duong
PHARMA Hép2vi xzmmm
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INDICATIONS, ADMINISTRATION, WHO-GMP
FURTHER INFORMATION: Refer 1o pa fact

STORAGE:Temperature not exceedin, ARMA JOINT STOCK COMPANY
KEEP OUT OF REACH OF CHILDREN. / “¥an Thanh Tay Village, Cu Chi District,
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19 1 10 mg va cac ta duge gbm Cellulose vi tinh thé, Lactose monohydrat, Povidon, Natri
atimciose natri, Magnesi stearat, Opadry vang, Nudc tinh khiét vira du 1 vién nén bao phim..
DANG BAG-€HE? Vién nén bao phim.

QUI CACH PONG GOI: Hop 1 vi x 01 vién, Hop 1 vi x 02 vién, Hop 2 vi x 02 vién.

DUQC LUC HOQC: Thudc VARAFIL chira hoat chit chinh I3 Vardenafil, mét chit tc ché chon loc
Phosphodiesterase type 5 ( PDE 5) dugc ding trong diéu trj rdi loan cuong duong tac dung qua co ché sau:Trong co
che sinh Iy hoc cua su cuong duong: khi ¢6 sy hung phan tinh duc s& gay sy phéng thich chat Oxid Nitric ( NO) tai
chd, chét nay kich hoat enzym Guanylate cyclase lam ting mirc Guanosine monophosphat vong ( GMP vong) tao nén
su thu gidn co tron ¢ thé hang va cho méu di vao dé dang tao nén su cuong duong. Sy cuong duong két thic boi tac
dung cua enzym Phosphodiestarese Type 5 ( PDE 5) ¢6 nhiém vy lam thodi bién GMP vong & thé hang.

Vardenafil c6 téc dung trc ché enzym Phosphodiesterase Type 5 ( PDE 5) ny, nén gién tiép bao vé GMP vong va 1am
tang tac dung cua NO gitp duy tri sy cuong duong. Vardenafil khéng cé tac dung néu khéng c6 su hung phén tinh
duc. Cac nghién ctru cho thdy thube tac dung chon loc trén PDES gép hon 1.000 lan so véi PDE3 tim thiy trong tim
va mach mau va gap hon 15 lén so véi PDE 6 tim thiy trong véng mac. Tinh chon lgc nay rit quan trong vi PDE 3 c6
lién quan sy co bép co tim va PDE 6 thi lién quan sy tai nap hinh anh & mét. Diéu nay giai thich tai sao c6 it nhiéu su
thay déi vé phan biét mau sic khi ding & lidu cao.

DUQC PONG HQC: Vardenafil dugc hap thu nhanh chong sau khi ubng. Ndng d6 dinh trong huyét tuong dat sau 15
phit & mot s6 ngudi. Tuy nhién da s6 dat dugc sau 30 - 120 phit ( trung binh 60 pht) § tinh trang bung doi. Thoi
gian ndy kéo dai thém 1 gio khi khau phan nhiéu chat béo ( 57%), ti 1& hap thu giam va ndng d¢ toi da hap thu ciing
giam 20%. Tuy nhién trudng hop khau phan it chat béo hon ( khoang 30%) thi khong bj anh huéng. Sinh kha dung
tuyét doi trung binh Ia 15%. Vardenafil dugc phan phéi réng dén cic mo, thé tich phan phéi 208 lit . Ti I¢ ghn ket
protein huyét tuong khoang 95% va khdng phu thude ndng do thude. Dudi 0,00012% xuat hién & tinh dich, Chuyén
hoa & gan chii yéu béi cac Cytochrom P450 isoenzym CYP3Ad. Chat chuyén hoa luu thong chii yéu ( M1) la chét khir
ethyl cia Vardenafil, chat nay ¢6 hoat tinh khoang bing 28% cua Vardenafil va thoi gian ban thai khoang 4 gio. Mgt
sb ctia M1 & dang Glucuronid. Thi gian ban thai cua Vardenafil khoang 4 - 5 gior. Sy bai tiét chu yéu qua phan
(khoang 91 -95%) va it hon qua nudce tiéu ( khoang 2 - 6%). Su thanh thai giam & ngudi gia trén 65 tudi va nguoi suy
gan. Khéng cé sur thay di ¢é y nghia & ngudi suy than va chua cé nghién ctru vé duge dong hoc & ngudi thdm tach.

CHI PINH DIEU TRI: Diéu tri chimg réi loan cuong duong & nam gi6i ( hay thudng goi 1 chimg bét lyc). Thude
khéng ¢é chi dinh cho phuy nir.

LIEU LUQNG VA CACH DUNG:
Lféu lwong: Dung theo liéu chi dinh cua béc s, khéng ty y ding I_iéu cao hon liéu duoc ké don. :
Licu thong thudng cho da s6 truong hop 14 10 mg, néu can c6 thé ting 1én 20 mg hay giam xudng con 5 mg tiy theo
syr dap (mg clia co thé va mire d§ b tac dung phu cua thude.
Chi diing 1 1an mét ngay, cé thé dung chung hodc khéng dung chung véi thire n.,
Cdch diing:
- Udng thude véi 1 ly nuéce, khoang 60 phut trude khi sinh hoat tinh duc. Thudc sé gitp ban dat dugc sy cuong dwong
néu ban c6 sy hung phén tinh duc va higu qué c6 thé duy tri 12 gid.
- Di véi bénh nhén trén 65 tudi nén bit dau véi lidu 5 mg.
- D6i v6i bénh nhan suy gan nhe khong cin giam lidu va bit diu véi lidu 5 mg cho bénh nhan suy gan trung binh
nhung khéng duge vugt qua 10 mg. Chua c6 nghién ciru sir dung cho bénh nhan suy gan ning . .
- D6i véi bénh nhan suy thén nhe va vira ( d¢ thanh thai Creatinin tir 30 ml/ phut) khong can giam liéu . Chua c6
nghién ciru sir dung cho ngudi dang thdm phan. ) )
- Can chinh liéu d6i véi bénh nhéan dang ding céc thude (rc ché CYP 3A4 nhu sau:

+ Véi Ritonavir: Dung liéu Vardenafil khéng qua 2,5 mg trong 72 gid. .

+ Véi Indinavir, Ketoconazol ( 400 mg/ ngdy) , Itraconazol ( 400 mg/ ngay): Diing liéu

Vardenafil khéng qua 2,5 mg trong 24 gid. .
+ Véi Ketoconazol ( 200 mg/ ngay) , Itraconazol ( 200 mg/ ngay), Erythromycin: Ding liéu
Vardenafil khéng quéa 5 mg trong 24 gio.

- Khéng ding thudc cho tré em va thanh nién dudi 18 tuédi.

CHONG CHI PINH: ‘ _
- Bénh nhan c6 tién sir qua méin cam véi mot trong céc thanh phan cua thuoc. o
- Cac bénh nhén can trénh hoat dong tinh duc do ¢d bénh tim mach hay cé bénh tim tiem an.
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- Tré em va phu nir.

CANH BAO VA THAN TRONG KHI SU DUNG:

- Cén phai kham lam sang dé chin doan rdi loan cwong duong va xac dinh cac bénh tiém an kém theo trude khi cho sir
dung céc loai duge pham.

- Can cén nhéc tinh trang tim mach cua bénh nhan trude khi tién hanh viée diéu tri réi loan cuong duong vi cd mot
mirc d§ nguy co tim mach di kém véi hoat dong tinh duc.

- Sir dyng than trong cho bénh nhan cé bd phén sinh duc bat thuomg vé co thé hoc ( nhu bi gap géc, xo héa thé hang
hay bénh Peyronie), bénh nhén bi cac bénh c6 thé dn dén tinh trang dau khi cuong duong ( nhur céc bénh héng ciu
liém, u tiy, bénh bach céu).

- Dung thén trong cho bénh nhan suy gan, than nang, rbi loan déng mau, loét bao tir hay mic cac bénh vdng mac di
truyen

- Cén than khi ding cung lic vai cac thubc ha huyét 4p vi 6 thé 1am gia tang tac dung ha huyét 4p cia thude nhit 1a
d6i voi thubc ha huyét ap loai trc ché alpha.

- Khong nén dung cung ltic voi céc liéu phap gay cuong khac.

- C6 mét s6 truong hop gay cuong duong kéo dai va dau duge béo cdo. Trurdng hop kéo dai qua 4 gid cin di béac si
diéu trj kip thoi.

- Khéng nén khuyén cao sir dung thude mbi ngay.

TUONG TAC VO1 CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC:

- Vardenafil 1am ting tac dung ha huyét ap cia cac Nitrat hitu co va cac thude (rc ché Alpha gdy ha huyét ap nghiém
trong.

- Diing ciing liic voi cac thude e ché Cytochrom P450 isoenzym CYP 3A4 nhu Erythromycin, Ketoconazol,
Itraconazo] va céc thudc trc ché protease nhur Ritonavir, Indinavir lam giam d thanh thai cua Vardenafil nhu vay lam
tang nong do trong méu ciing nhu 1am tang tc dung phy.

- Cimetidin ( Ileu 400 mg, 2 lan mot ngay) khi ding cing lic véi Vardenafil ( 20 mg) khéng anh huong gi dén sinh
kha dung ctia thudc.

- Khéng co sy tuong tac duge dong hoc giita Vardenafil véi cac thube: Glyburide, Warfarin, Digoxin, Maalox va
Ranitidine.

TRUONG HQP CO THAI VA CHO CON BU: Thuéc khong chi dinh cho phy nir.

TAC DUNG POI VOI KHA NANG LAI XE VA VAN HANH MAY MOC:
Diing thudc than trong cho ngudi l4i xe hay van hanh méay méc.

QUA LIEU VA CACH XU TRi: Trong nghién ciru qua Ii§u 120 mg Vardenafil gay cac tac dung phuy thudn nghich
nhu thay doi thi gidc, dau co, dau lung ... Trudng hop nay cin ngung thude va &p dung cac bién phap diéu tri hd tro.

TAC DUNG KHONG MONG MUON:
- Tac dung phy thudong gap gom: Pau dau, do bimg, chéng mit, sung huyét niém mac mdi, kho tiéu, ¢ néng, hoi
chimg giéng cim.

- Tac dung phy nang cén ngung thude va di bac s gbm: Cuong duong kéo dai qua 4 gio, mo mit, mat thi giac dot
ngot, rbi loan nhin mau sic. Cac biéu hién qua min nhu sung mit, sung mét, sung tay chan , mét c4, kho th, kho
nudt, phat ban, do da..

Théng bdo cho bdc st nhitng tdc dung khong mong mudn gdp phdi khi sir dung thuée.

BAO QUAN: Noi nhiét do khong qua 30°C, tranh anh sang.
HAN DUNG: 24 thang ké tir ngdy san xuat.

THUOC NAY CHI DUNG THEO PON CUA THAY THUOC
DE XA TAM TAY TRE EM

DOC KY HUONG DAN SU DUNG TRUOC KHI DUNG.

NEU CAN THEM THONG TIN XIN HOI ¥ KIEN CUA BAC Si
NHA SAN XUAT: CONG TY CO PHAN BV PHARMA

Dia chi: Ap 2, Xa Tan Thanh Tay, Huyén Cu Chi, TP. HCM.
Pién thoai: 08 —37950.611 /957 / 994

Fax: 08 -37950.614 Email: info@bvpharma.com.vn

PHE CUC TRUONG

M Mﬂ Vi Chank




