denafil 10mg
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1vién nén tan trong miéng chita 10 mg

vardenafil (11,852 mg vardenafil monohydrochlorid
trihydrat). : Diéu tri ri loan chic nang cuong
& nam gidi trudng thanh (khong c6 kha nang dat hoac
duy tri su cuong duong vat da dé thoa man trong giao
hap). Cdch duing: Vién
nén Levitra tan trong miéng. Levitra 10mg vién nén
tan trong miéng (ODT) khong tueng duong sinh hoc
vai Levitra 10mg vién nén bao phim (FCT). Nén dat
Levitra ODT 10 mg trén lui cho dén khi hoa tan. Khong
95@ v6i nudc de uong thudc. Nén s dung ngay sau
khi lay ra khoi vi. 6 thé st dung Levitra ODT 10mg sau
khi an hodc khi doi. Liéu lugng: St dung @ nam gidi
truong thanh. Liéu ban dau khuyén cio la 1 vién
Levitra ODT 10mg khi can, khodng 25-60 phiit trudc khi
sinh hoat tinh duc. Lieu toi da hang ngay la 1 vién
Levitra ODT 10 mg. S0 lan dung toi da hang ngay
khuyén cao la 1 lan 1 ngay.Trong nhiing nghién ctu
[dm sang, Levitra dugc ching minh la co hiéu qua khi
duoc st dung dén 4-5 gio trudc khi hoat dong tinh duc.
(an 6 kich thich tinh duc d& c6 dap (ng diéu tri tu
nhién. Thang tin thém trén nhiing déi tuong bénh
nhdn ddc biét: Nguoi gia: khéi dau 5mg, co thé tang
lén 10mg, 20mg khi can thiét theo chi dinh cta bacsi.
Tré em va thanh thiéu nién <18 tudi: khong chi dinh.
Suy gan: Levitra ODT 10mg khong dugc chi dinh la liéu
khai dau trén bénh nhan (BN) cé suy gan nhe. BN bisuy
gannhe nén bat dau diéu tri vai Levitra FCT 5mg, co thé
tang Ién dén Levitra FCT 10mg, 20mg, hodc Levitra ODT
10mg. Liéu toi da dugc khuyén cao trén BN suy gan vira
(Child Pugh B) la Levitra FCT 10mg. Khdng nén dung
Levitra ODT 10mg trén BN suy gan viia (Child Pugh B)
va nang (Child Pugh C). Suy than: Khong can chinh liéu
@ BN suy than nhe va trung binh. BN suy than nang
(CrCl<30 ml/phut) nén xem xét liéu khai dau Levitra
FCT 5mg. Dua trén tinh dung nap va hiéu qua, co thé
tang deén liéu Levitra FCT 10mg va 20mg, hodc Levitra
ODT 10mg. Levitra ODT 10mg khéng dugc dung trén

BN suy thén giai doan cuoi. Chua nghién ctiu dugc dong
hoc cta vardenafil & BN can tham tach mau. Ding kem vai
thudc chen alpha: 6 thé géy ha huyét ap (HA) khi dung véi
thuac chen alpha. Khi diéu tri on dinh véi chen alpha, nén
diéu tri bat dau vai Levitra FCT liéu thap nhat, khng nén
s(f dung Levitra ODT 10mg a liéu khdi dau. Su tang liéu
theo bac thang clia cac thudc chen alpha c6 thé di kem véi
viéc lam giam HA thém & nhiing BN dang st dung thudc
tic ché PDES bao gom ca vardenafil. (6 thé udng Levitra
vao bét ki thoi diém nao véi tamsulosin hodc alfuzosin va
cach xa cac thudc chen alpha khac. 0BN
qud man vai bat i thanh phan nao cta thuac, d nhiing BN
dang dugc diéu tri vai nitrates hay nhiing chat sinh nitric
oxide, va cac BN dang dung cac thudc tic ché manh hoac
trung binh CYP3A4 nhu ketoconazol, itraconazol, ritonavir,
indinavir, erythromycin, clarithromycin. Chong chi dinh
trén BN bi mat thi giac & 1 mat vi bénh day than kinh thi
gidc phan trudc khong phai do viém dong mach gay thiéu
méu cuc bo (NAION), bat keé c6 dung cdc thudc tc ché
phosphodiesterase 5 (PDES) trudc day hay khong. Noi
chung cac thudc diéu tri ri loan cuang khong dugc dung
trén ngudi nam ma hoat dong tinh ducla khong thich hap
(con dau that nguc khong on dinh, suy tim xép loai lll hoac
IV theo Hoi Tim New York). Do an toan cta vardenafil chua
duoc nghién ctu trén nhiing phan nhém bénh nhan sau
day, vi vay st dung thuac bi chong chi dinh cho téi khi c
thém thong tin: suy gan nang, bénh than giai doan cuoi
can tham tach mau, ha HA (HA tam thu ldc nghi<90
mmHg), bénh st dot quy hoac nhoi mau co tim gan day
(trong vong 6 thang), con dau that nguc khong on dinh,
nhiing bénh thoai hoa vong mac di truyén nhu viém vong
mac sac to. Vardenafil co the
lam giam HA nhe va thoang qua. Nhitng BN ¢4 tac luong
mau that trdi nhu hep van dong mach chi hay hep phi dai
dudi van dong mach chti vo can, ¢6 thé nhay cam vai tac
dung ctia cac thuoc gian mach bao gom nhiing thuoc tc
ché PDES5. BN dang dung thudc chong loan nhip nhém 1A
hay nhém I1l hay nhing BN cc kéo dai khoang QT bam sinh
tranh két hop vdi Vardenafil. Than trong & nhitng BN bat
thutng vé giai phau clia duong vat hay nhiing BN c6 tinh
trang ¢ thé gay cuong dau duong vat (nhu bénh thiéu
méu hong cau hinh liém, da u tdy hay bénh bach cau) St

dung ¢ nhiing BN co 10i loan dong mau hay loét da day
dang tién trién khi da danh gia loi ich-nguy co. Levitra
ODT 10mg ¢6 chifa Aspartam, co thé gay hai cho cac BN
bi phenylketon niéu, cd chiia Sorbitol do d6 khong nén
dung cho nhitng BN bi ri loan dung nap fructose do di
truyen hiém gap. Da bdo cdo thay truong hap giam thi
|uc thoang qua, bénh Iy than kinh thi gidc khong phai
do viém dong mach gay thiéu mau cuc b 6 nhiing BN
dung Levitra va cac thudc tc ché PDES khac. Néu dot
nhién giam thi luc, BN nén ngirng st dung vardenafil va
tham khao y kién bac si ngay. Vi
thuoc tic ché CYP nhu Erythromycin, Ketoconazol,
Ritonavir, Indinavir lam tang AUC va tang Cmax cla
vardenafil. V6i Nitrates, chat sinh Nitric Oxide: chong chi
dinh st dung két hop. Nicorandil la két hop cta chat mo
kénh kali va nitrates, co kha nang gay tueng tac nghiém
trong vdi vardenafil. V6i thuoc chen alpha (xem phan
thong tin thém trén nhiing doi tuong dac biét). Voi
nhing thudc khac: Warfarin, Nifedipin, Digoxin,
Maalox, Ranitidine, ruou, ASA, thudc tc ché men
chuyén, thudc chen Beta, thudc tc ché yéu CYP 3A4,
thuoc loi tiéu, thuoc dieu tri dai thao duong
(sulfonylurea va metformin): khong thay tuong tac
dugc dong hoc. khéng
ap dung.

: do choang vang va ri loan thi luc, BN
nén biét cothé ho phan ting thé nao vdi vardenafil trudc
khi 13i xe hay diéu khién may méc.

Rdt thuang gdp (=1/10): nhic dau.
Thuong gdp (>1/100 dén <1/10): choang vang, gian
mach, xung huyét mii, kho tiéu. Khdng thuong gap
(= 1/1000 dén <1/100): phu di ing va phu mach, roi
loan giac ngu, di cm va loan cam gidc, ngu ga, réi loan
thi gidc, xung huyét nhan cau, loan thi mau sac, dau
mat va kho chiu, s anh sang, U tai, chong mat, hoi hop,
nhip tim nhanh, kho th, xung huyét xoang, buon non,
dau bung, kho miéng, tiéu chay, bénh hoi luu thuc quan
da day, tang transaminase, ban do, noi man, dau lung,
tang creatine phosphokinase, tang truong luc co va vop
be, dau cq, tang cuong duong, cam 53\ khong khde.
Hiém (>1/10000 dén <1/1000): viém két mac, phdn
(ng di ting, ngat, ching quén, co giat, tang ap luc noi
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Tai liéu thong tin cho cdn b y té
thuéc ban theo don

nhan, dau that nguc, nhoi mau co tim, con nhip nhanh
trén that, ha huyét ap, chiing dau do cuong duang, dau
nquc. Nghién citu hau mai: Nhoi mau co tim da duoc
bao cdo ¢o lién hé tam thai véi viéc st dung vardenafil va
hoat dong tinh duc, nhung khong thé xac dinh nhoi mau
co'tim co lién hé truc tiép véi vardenafil hay vai hoat dong
tinh duc, doi vai bénh nén vé tim mach ctia bénh nhan
hay vdi su két hop cta nhiing yéu t6 nay. Bénh day than
kinh thi giac phan trudc khong phai do viém dong mach
gay thi €umau cuc bo gay giam thi luc bao gom mu vinh
vién da duoc béo cdo hiém hoi két hop véi dung chat tc
ché PDE5 mot thoi gian, bao gom ca Levitra. Da s6 nhiing
bénh nhan nay cd nhiing yéu to nguy ca vé co thé hoc hay
mach mau phat trién NAION, bao gom:ty Ié lom doi voi
dia thi giac thap (dia day), ngoai 50 tudi, dai thao dudng,
cao huyét ap, bénh dong mach vanh, tang lipid mau va
hat thuoc. Roi loan thi gidc bao gom mat thi giac (tam
thoi hay vinh vién) hiém thay duoc bao cao sau hau mai
két hop vdi st dung thudc tic ché PDES mot thai gian, ké
cd Levitra. Diéc hay mat thi luc dot ngot da dugc bao cao
vGi 50 luong nho sau khi dua ra thi truong va trong cac
truong hop nghién ctu lam sang vai st dung cac chat tc
ché PDES, ké ca Levitra. Chua theé khang dinh liéu nhiing
hién co nay co lién quan truc tiép vdi viec dung Levitra, tai
yéu to nguy co nén gay giam thinh luc, ké 't hop cac yéu to
nay hay co su tham gia clia cac yéu to khac.
Bayer Pharma AG, D-51368 Leverkusen, Dc.
Bayer (South East Asia) Pte.,Ltd.
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