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Thanh phan/ Composition: Mbi vién nén bao phim chita/ Each film coated tablet contains:
Vardenafil hydroclorid trihydrat tuong tng véi Vardenafil/

Vardenafil hydrochloride trihydrate equivalent to Vardenafil 10mg
Ta dugc vd/ Excipients q.s.f 1 vién/tablet
Chi dinh - Chéng chi dinh - Cach duing - Liéu dung va cac thong tin khac/

Indications - Contraindications - Dosage - Administration and other information:

Xin xem t& huéng dan st dung kem theo / See the package insert inside

Tiéu chuan ap dung/ Specifications: TCCS/ Manufacturer’s

Bao quan/ Storage: Noi kho, nhiét do dudi 309C/ Store in a dry place, below 30°C

Dé& xa tam tay tré em. Doc ky huéng dén skt dung trudc khi ding/

Keep out of reach of children. Carefully read the accompanying instructions before use.
San xuit tai/ Manufactured by: CONG TY C.P DUQGC PHAM HA TAY/ HATAY PHARMACEUTICALJS.C
T6 dan phé s6 4 - La Khé - Ha Déng - Ha N6i/ Population groups No. 4 - La Khe - Ha Dong - Ha Noi
Phan phéi béi/ Distributed by: CHI NHANH CONG TY € PHAN DUGC PHU THO TAI HA NOI
Nha 4, day A1, Dam Trau, Phuong Bach Dang, Quan Hai Ba Trung, Ha Noi

SPK (Reg.No)
$616 SX (LotNo):

S&'1 AC/it tai: CONG TY CO PHAN DUOC PHAM HA TAY

ﬁ hydroclorid trihydrat tuong ting vdiVardenafil 10mg

Phan phdi boi: CHI NHANH CONG TY 6 PHAN DUGC PHU THO TAI HA NOI

HVYHdV1VH

e —



HUONG DAN SU DUNG THUOC CHO CAN BQ Y TE
1. Tén thuéc: LEVIVINA

49? cONG TY

2. Thanh phan cau tz)‘o ctiia thude: Mo6i vién nén bao phim chira: [’(’:s co'p PHAN
Vardenalil hydroclorid trihydrat o \ DUOC PHAM

twrong Umg voi Vardenatfil 10mg \° HA TRY
Ta duge vd 1 vién \\\\\We "y
(Td dioc gom: microcrystallin cellulose, croscarmellose sodium, gelatin, 1inlt BT san, natri

lauryl sulfat, magnesi stearat, bot talc, crospovidon, opadry white, sunset yellow, tartrazin,
ddu thau dau, copovidon)

3. Dang bao ché: Vién nén bao phim

4. Cic dac tinh dwoe lye hoe, dwge dong hoc:

4.1. Duoce lue hoe:

Cuong cung duong vat la mot qua trinh huyét dong hoc dua trén sur co gidn co tron &

th¢ hang va ticu dong mach lién quan cta né. Trong su kich thich tinh duc, tir ddy than kinh
trong lhc hang phong thich nitric oxyd (NO), kich hoat cac enzym guanylat cyclase dan dén
tang nong dd cua monophosphat guanosin cyclic (CGMP) trong thé hang. Diéu nay s€ gay
gian co tron, lam tang dong chay cua mau vao duong vat gdy cuong cing.

4.2. Dugc dong hoc:

- Haép thu: Vardenalil duoc hap thu nhanh sau khi ubng, Cmax dat dugc trong vong 15 phut

& mot sd trudong hop. Tuy nhién, & 90% truong hop, Cmax dat dugc trong vong 30 dén 120
phut (llunu binh 60 phut) sau khi uono luc doi.

Sau khi uéng mot lleu cua vardenafil, AUC va Cmax tiang g odn nhu twong tmg véi lidu, trong
khoang liéu khuyén cdo tir 5 mg - 20 mg.

Khi ubng vardenafil ciing véi bita n c6 ham luong chéit béo cao (~ 57% chét béo), Cmax
trung binh giam khoang 20%, tmax trung binh kéo dai khodng 1 gio, va AUC khong bi anh
huéng. Khi ubng vardenafil cing vdi bita dn binh thuong (~ 30% chit béo) cic thong 5O
duoc dong hoc ]\lumg, bi anh huodng dang ké. Do do, vardenafil c¢é thé udng cung hoic
khong cung btra &

- Phan bo: Vclldbﬂd[ll phan b6 vao cic mo, l\hoané 95% g,an v(il protein huyct tuong

- Chuyén héa: Vardenafil duge chuyun hoa chu yéu qua gan béi CYP3A4.

Thoi gian ban thai cua cac chét chuyén hoa M1 1a lxhoang 4 ¢i0, tuong duong voi thude me
M6t phan M1 lién hop voiacid g glucuronic trong tudn hoan,

- Thai trir: Sau khi udng, vardenafil va cdc chit chuyén héa duge thai trir chu yéu qua phin
(khodng 91% - 95% liéu udng) va mot phan nho thai trir qua nude tiéu (khoang 2-6% licu

udng).
5. Quy cich déng goi: Hop | vi (nhom-PVC) x 4 vién nén bao phim, kem \%@4 hudng
dan st dung bén trong hop. \
6. Chi dinh, cich dung - litu dung, chong chi dinh:
6.1. Chi dinh:
Pidu tri rdi loan chic nang cuong duong ¢ nam gidi truong thanh (khdng ¢6 kha nang dat
duoc hodc duy tri duge sy cuong duong vat du dé thoa man trong giao hop).
6.2. Cich dung - licu dung:
Co thé uong cing hodc khong cung bita an. Li idu khoi dau l\huycn cdo la 10mg uong trude
khi hoat dong tinh duc khodng 25 - 60 phut. Hoat dong tinh duc ¢o thé duoc bat dau sau 15
phul va l\hoang 4-5 pio sau khi uong Liéu t6i da Lhuycn cdo la 20mg, t61 thiéu 1a Smg,
udng | lan/ ngay. Cén ¢6 kich thich tinh dyc dé 6 dap tng diéu tri ty nhién.

* Ngwoi gia (trén 65 fuoz) Nén st dung licu khoi dau 12 Smg.
¥ Tré em dirdi 18 1uoi: Khong dung

* Suy gan nhe va trung binh: Khong cin chinh lidu, nén st dung lidu khoi diu Smg, 16i ting

1én licu (6i da 10mg, dua trén kha nang dung nap va hicu qua cua thube.



* Suy than: Khong can chinh liéu ¢ bénh nhan suy thin nhe, /{‘T@P’?g A
0.3. (“hong, chi dinh: / .
- Man cam véi bit ca thanh plmn nao cta thude.
- Suy gan, than nang.

- Ngudi bénh dang dugce diéu tri dong thoi voi nitrat hay nhiing chét sinh
chi dinh st dung chung vardenafil vé6i thude e ché protease cua virus I-
hay ritonavir.

- Nguoi trén 75 tudi va dang duing ketoconazol, itraconazol, cac thude chdng ndm.

- Ngudi bénh ¢6 bénh ly tim mach: dau that ngue khong on dmh tang huyct ap, nhdi mau
co tim, dot quy, thi¢u mau cuce bd co tim (wtr dau that ngure on dinh), r61 loan nhip tim de
doa tinh mang trong vong 6 thang trude do, va khong l\mm sodt duge roi loan nhlp tim.

- Ngudi bénh ¢6 bénh 1y thodi hoa vong mac do di truyén (nhu viém vong mac sic to).

- Bénh than kinh thi gidc do thiéu mau cuc bd vung truoe khong do nguyén nhan dong mach
(NAION).

- Phu ni, tré em, thanh thiéu nién dudi 18 tudi.
7. Thin trong:

Trude khi khoi dau dicu i rdi loan cuong duong, can xem xét tinh trang tim mach cua
bénh nhan vi hoat dong tinh duc ¢6 lién quan dén nguy co tim mach. lhuoc co tinh gidn
mach co thé lam giam huyét ap nhe va thoéng qua. Nhitng bénh nhan ¢é tic luong mau thit
trai nhu hep van dong mach chu hay hep du6i van dong mach chu phi dai v6 cén, ¢6 thé
nhay cam voi tac dung cua thude gian mach bao gdom nhing thude tre ché phosphodiesterase
type 5.

* Khong nén st dung thube ¢ ngudi duge khuyén cédo khong nén hoat dong tinh duc do
bénh Iy tim mach, nhimng nguot ¢o6 khoang Q1" kéo dai bim sinh hay nhirmng nguoi dang su
dung thude loan nhip nhom 1A (quinidin, procainamid) hay nhom 111 (amiodaron, sotalol)
* Than trong dung thude cho bénh nhén co bat thuong vé giai phau duong vat (nhu géap goc,
x0 hod thé nang hay bcnh Peyronie) hay ¢o tinh trang bénh ¢o thé gay cuong dau duong vat
(bénh thi¢u mau 110115 cau hinh liém, da u tuy hay bénh bach ciu).
* Tinh an toan cta thude chua duge nghién ctru diy di do do khong nén str dung thude cho
nhimg nguoi bénh sau: suy gan ning, suy thin giai doan cudi cin loc mau, ha huyel ap, tlen
st Aot quy hay nhdi mau co tim (trong vong 6 thing oin ddy), con dau that nguc khong ¢ on
dinh, bénh thodi hoa vdong mac dl tluwn (viém vOng mac sic t), bénh nhan roi loan chay
mau hay loét da day dang tién trién.
* Than trong ding vardenafil dong thoi véi thube chen alpha. Khong duoce sir dumg lic qua
5Smg vardenafil voi thude chen alpha. Khong dung thude trong vong 6 gidr sau hj udng
thube chen alpha. Chi nén st dung thude dong thoi khi bénh nhan da duoc diéu tri on dinh
v6i thube chen alpha.
* Khong dung licu qua Smg vardenafil khi ding dong thoi v6i erythromyecin, ketoconazol
val itraconazol, indinavir hay ritonavir.
- Sir dung cho phu niv ¢é thai va dang cho con bii: Thude khong duoge chi dinh cho phy nir.
Chua ¢6 dir liéu nghién ctru khi st dung thude & phu nit ¢6 thai va cho con bu.
- Tdac dong cua thudc khi ldi xe va vin hanh mdy nioc: Chua c6 nghién clu mo vé anh
hudng cua thube 1én kha nang lai xe va vin hanh may méc. Thude co thé giy hoa mat chong
mat, anh huong dén tam nhin nén can than trong khi ding cho nguoi 1ai xe va van hanh may
moc.
8 Twong tic cia thude voi cac thude khae va cac loai twong tiac khae:

< Thuée tie ché cytochrom P450 (CYP): Thude duoc Chuyul hoa chu yéu qua gan boi
CYP3A4 va mdt phin nho qua CYP3AS va CYP2C. Do do, thude tc Ch(, nhiing enzym nay
¢6 thé lam gidm thanh thai coa thude. Khong nén dung, thude két hop véi: cimetidin,
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erythromycin, ketoconazol, indinavir, ritonavir vi lam ting AUC va Cma, ;

khi dung dono thort.

* Nitrat, chat Sll?/’l /71'1/‘1'0 0\'1’0" Kh()ng ghi nhfm nguy co ha huyét

nluu (74 mo piam dan dén l 210 UUOC khi st dung nitrog ycum) Tac c,jtl gM%UW“I
nitrat ngdm dudi ludi (0,4mg) (dung sau vardenalil licu 20mg 1 va 4 gic “b ﬁhg ﬁél

vGi cdc nitrat va cdc chit sinh nitric oxy&
* Nhitng thuéc khde: Thube chen alpha don trj ligu c6 thé lam giam huyét ap

nén su dung két hop vardenafil

biét 1a ha huyét ap tur thé dung va ngit, do do khong nén phoi hop.
* Thite an va thire pham: Khong uongj vardenafil voi bira dn nhi¢u chét béo vi lam giam tde

do hép thu va thot gian trung binh dé dat nong do i da trong huyét thanh tang k hoang 60
phat va nong dd dinh trong huyct thanh giam 20%.

9. Tac dung khdng mong
. > &y

mudn (ADR):

~____/

“{‘fvb e

ang ké, dac

Khudn va
nhiém ky
sinh trung

H¢ co Rit Thuong |it gip Hiém gip Tin suiit khong ro
quan thuwong |gap (>1/1,000 dén <1/100) (>1/10,000 dén |(chua xac dinh duoc tur
gap (=>1/100 /1,000) dd lidu hién c6)
(>1/10) |dén
10)
Nhié¢m Viém két mac

[Hé micn
dich

Phu di (g va phu mach

Di g

Tam than

RO1 loan gidc ngu

Lo ling

11¢ than

Pau dau

[Hoa mat,

Neu ga; cam gidc khac

Ngat; co giat;

kinh chong thuong; di cam quén
mat
Mt R&i loan thi gidc; sung Tang nhin ap; |Bénh than kinh thi gidc
huyét mat; nhin mau sic  |tdng chay nude |do thidu mau cuc bd
khong r6; dau va khé chiu [mat vung trude khong do
& mat; so anh sang nguyén nhan dong macly
(NAION), giam kha
ndng nhin N\
Tai U tai; chong mat Diéc dot ngb\ﬁ
Tim Tréng nguc; nhip tim Nhdi mau co l
nhanh tim; nhip thét
nhanh; dau thit
nguc
Mach Chumng do Giam huy€t ap;

HO hap,
ngue va
trung that

huyét mii

birng ting huyét ap
Sung Kho thor sung huyét xoang |Chay mdu cam

Da day -
ruot

IKho tiéu

Trao nguoc da day thuc
quan; viém da day; dau da
day, rudt va bung; tiéu
chay; non; budn ndn; kho

micng.




Gan mét Ting men gan Tang gamma- - gfau“g ;\\\\

, /,\\// \
glutamyl- / \¢
tl"ll)s‘lb?'l%@ /"3 CONG i { Ve

T v e / 00 PHAN \'-O'
I{)a’\./aimo Ban do; phat ban Phan trg nhay x| DUOC PHAM
dudi da cam anh sang \\ /

am anh sang \ Hf\ Tﬁ‘{ /A/
Co xuong Dau lung; tdng creatin /
va mo lién phosphokinase; dau co;
két tang truong lue co va
chudt rat
I'han tiét Dai ra mau
niéu
Sinh sdn Tang cuong cing Cuong duong  |Xuat huyét duong vat;
vat xudt tinh ra mau

Khéc Cam gidc khong khoe Dau nguc

10. Qua liéu va cich xir tri:

Biéu hién: Nghién ctu don licu rén nguoi tinh nguyén, tang liéu lén dén 80 mg

vardenalil/ngdy (vién nén bao phim) khong gy ra tac dung khong mong mudn nghiém

trong.

Khi uéng vardenalil ¢ liéu cao hon va thuong xuyén hon ché do lidu khuyén céo (40mg, 2

lﬁn/ng@y), ghi nhan mdt s6 truong hop dau lung nang, khong lién quan dén doc tinh trén co

hay than kinh.

X tri Trong truong hop qua llCU diéu tri hd tro néu can. Tham phan mau khong ddy nhanh

thanh thadi thude vi thude chu yéu lién két voi protein huyét tuong va it thai trir qua nudce

ticu.

11. Cic déu hiéu can luu y va khuyen ciao: Khi thiy vién thude bi 4m mde, nhan thude in

s6 16 SX, HD mo...hay ¢6 cic biéu hién nghi ngo khdc phai dem thude toi hoi lai noi ban

hodc noi san xudt theo dija chi tr ong don.

12. Picu kién bao quéan, han dung cia thude:

Diéu kién bao quan: Noi kho, nhiét do dudi 30°C

Han dung: 36 thang kC L ngdy sin xudl. Khong dwge ding thube da qua han ding.

13. Tén, dia chi uu o' s6' sian xuit:

Tén nha sin xuit: CONG TY C.P DUQC PHAM HA TAY

Pia chi: T6 dan pho sd 4, P. La Khé, Q. Ha Péng, TP. Ia Noi

Pién thoai: 024.33522203, 024.33824685 Fax: 024.33522203, 024.33829054

Hotline: 02433 52 25 25

14. Ngay xem xét sura doi, cip nhat lai noi dung huwémg din sir dung thu
Npay thiang nam
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HUONG DAN SU DUNG THUOC CHO NGUOI BENH A oBiN :\q,\\

1. Tén thube: LEVIVINA
2. Khuyén cdo
“Thubc ban theo don”
“Doc ky huong dan s dungj trudce khi dung”
“Pé xa tam tay tré em”

‘_/\\
"g_y

“Thong bdo ngay cho bac sy hodc duge sy nhiing tac dung khong mong muén gip phai
khi st dung thudc”

3. Thanh phf”m, ham lwong cia thude: Moi vién nén bao phim chua:

Vardenalil hydroclorid trihydrat

tuong ung vai Vardenafil 10mg

Téa duoc vd 1 vién
(T ciroc gom: microcrystallin cellulose, croscarmellose sodium, gelatin, tinh bot sdn, natri
lauryl sulfat, magnesi stearat, bot talc, crospovidon, opadry white, sunset yellow, tartrazin,
dau thau dau, copovidon)
4. Mo ta san l)hlelllt Vién nén bao phim hinh tru, mau da cam, mat vién nhan, thanh va
canh vién lanh lan.
5. Quy cach dong goi: Hop | vi (nhom-PVC) x 4 vién nén bao phim, keém theo to hudng
dan str dung bén trong hop.
6. Thude dung cho bénh gi?
Diéu trj roi loan chuce nang cuong duong ¢ nam gioi truong thanh (khong c¢6 kha nang dat
dugc hodic duy tri duoc su cuong duong vat du dé thoa man trong giao hop).
7. Nén dung thude nay nhw thé nao va liéu lwgng:
C6 thé uong cing hodac khong ciing bita an. Liéu khoi dau khuyén cdo la | 10mg ubng trude
khi hoat dong tinh duc khodng 25 - 60 phut. Hoat dong tinh duc ¢o thé duoc bat diu sau 15
phut va khoang 4-5 g10 sau khi udng. Liéu tbi da khuyén céo la 20mg, t6i thiéu 1a Smg,
ubng 1 1an/ ngay. Can c¢6 kich thich tinh dyc dé co dap g diéu tri tu nhién.
* Nguwoi gia (trén 65 lztoz) Nén str dung liéu khoi diu 1a Sme.
* Tré em ddi 18 tuéi: Khong ding.

* Suy gan nhe va trung binh: Khong cAn chinh liéu, nén st dung licu khm dau Smg, roi tang
1én Lidu (61 da 10mg, dua trén kKha nang dung ngp va hiéu qua ctua thude
* Suy than: Khong cin chinh licu & bénh nhéan suy than nhe.

8. Khi nao khong, nén dung thude nay:

- MAn cam véi bét clr thanh plﬂn nao ca thude.

- Suy gan, than ndng.

- Neuoi bénh dang dugc diéu tri dong thoi véi nitrat hay nhting chét sinh nitric opyd. Chéng
chi dinh str dung chung vardenafil voi thude te ché protease cua virus HIV nl&u indinavir
hay ritonavir. , , m

~ Nguoi trén 75 tudi va dang dung ketoconazol, itraconazol, cdc thude chong nam.

- Nguoi bénh ¢ bénh ly tim mach: dau th it nguc khong on dinh, tang huyel ap, nhoi mau
co tim, dot quy, thiéu mau cuc bd co tim (trir dau that nguc on dinh), roi loan nhip tim de
doa tinh mang trong vong 6 thang truge do, va khong klun soat duoc roi loan nhlp tim.

- Nguoi bénh ¢é bénh 1y thodi hoa vong mac do di truyén (nhu viém vong mac sic td).

- Bénh than kinh thi gidc do thiéu mau cuc bd ving trude khdng do nguyén nhan dong mach
(NATON).

- Phu nir, tr¢ em, thanh thiéu mm dudi 18 o
9. Tdc dung khong mong muon (ADR): ,

Nhu At ca cic thude khic, thude ¢6 thé gdy ra cc tic dung khong mong muon, tuy nhién,
khong phai ai cling gap phai.




khuan va
nhieém ky
sinh trung

H¢ co Rét Thuong |1t gip , Hiém gip Tén suiit khong ro
quan thuwong (gap (=1/1000 dén <1/100) (>1/10000 dén (chua xde.dinh duoc tir
gip (>1/100 <1/1000) dir i )
(=1/10) |dén
<1/ 10)
Nhi¢m Viém két mac

HE mién
dich

Phu di g va phu mach

DiUng

Tam than

RO1 logn gidce ngu

Lo ldng

[¢ than  |Pau dau

[Hoa mat,

Ngu ga; cam giac khac

Ngit; co gidt;

ngue va
trung that

huyét mui

xoang

kinh chong thuong; di cam quén
mat
Mt Ro61 loan thi gide; sung  |Téang nhan dp; Bénh than kinh thi
huyét mat; nhin mau sac |tdng chday nude  |gidce do thiéu mau cuc
khong rd; dau va kho mat bd vung trude khdng
chiu & mat; sg anh sang do nguyén nhan dong
mach (NAION), gidm
khé nang nhin
Tai U tai; chong mat Diéc dot ngdt
Tim Trong nguc; nhip tim Nho1 mau co tim;
nhanh nhip that nhanh;
dau that nguc
Mach Chimg do Giam huyét ap;
burng tang huyét ap
Hé hép, Sung Kho tho; sung huyét Chdy mdau cam

Da day -
rudt

Kho tiéu

Trao nguoc da day thuc
qudn; viém da day; dau
da day, rudt va bung; tiéu
chay; non; budn non; kho
miéng.

Gan mat

Téang men gan

Téang gamma-
glutamyl-
translerase

Da va mo
dudi da

Ban do; phat ban

Phan Gng nhay
cdam anh sang

Co xuong
va mo lién
két

Dau lung; tdng creatin
phosphokinase; dau co;
tang truong lue co va
chuot rat

Thén tiét
niéu

Dai ra mau

Sinh san

['dng cuong cing

Cuong duong vat

Xudt huyét duong vit,
xuat tinh ra mau

Khac

Cam giac khong khoe

Dau nguc
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dung khon@, mong mudn l\hong duoc liét ké trén day, hay noi voi bac %}/hpf duorc ’S\lr“
ban. CONG T

10. Nén tranh dung nhirng thube hodc thye pham gi khi dang st dur ftl i’g,j#ﬁ‘gjm
Viéc dung két hop thude nay voi mot sd lhuoc khac c¢o thé lam thay don{ a\< cﬁﬁn‘gw th u
hoac gm tang céc tac dung khong mong mudn.

“ Thuéc irc ché cytochrom P450 (CYP): Thude duoc chuyén hod chu y :
CYP3A4 va mot phan nho qua CYP3AS va CYP2C. Do dé, thude tc ché nhiing enzym nay
¢ thé lam giam thanh thai cta thude. Khong nén dung thude két hop véi: cimetidin,
erythromycin, ketoconazol, indinavir, ritonavir vi lam ting AUC va Cmax cua vardenafil
khi dung dong thot.

* Nitrat, chdt sinh nitric oxid: Khong ghi nhan nguy co ha huyét ap cua nitroglycerin
(0.4mg) ngam dudi ludi khi str dung cung véi vardenalil (10mg) & nhimng thoi diém khac
nhau (24 gio giam dan dén 1 210 truge khi str dung nitroglycerin). Tdc dung ha huyét ép cua
nitrat ngdm dudi ludi (0,4mg) (dung sau vardenafil liéu 20mg | va 4 gio) bi ting 1én. Khong
nén st dung két hop vardenafil véi cac nitrat va cac chit sinh nitric oxyd.

* Nhitng thuoe khde: Thube chen alpha don tri liéu c6 thé lam giam huyét ap dang ké, dic
biét la ha huyét ¢ ap tu thé dirmg va ngat do do khong nén phoi hop.

* Thite an va thue pham: Khong uong vardenalil voi bira dn nhicu chét béo vi lam giam tée
do hép thu va thoi gian trung binh dé dat nono do thi da trong huyu thanh tang khoang 60
phut \/a nono do dinh trong huvu thanh giam 20%.
Hay viét mot danh séch nhirng thude ban dang ding (bao gdm thube duoe ké don, khong ké
don va thuc phdm chirc nang) va cho bdc st hoac dugc st ctia ban xem. Khong duge vy
duing thudc, ngung hodc lhdy doi licu luong ctia thude ma khéong ¢é su cho phép cua béc sT.
11. (’an lam g?l kkhi mot lAn quén khong dung thude:
Nén lu,p tuc udng thude theo lidu luong da hudng dan cho nguoi bénh.
12. Can bio quan thube nay nhw thé nao:
Giir thude trong hop kin, ngoai tAm voi cla tré em.
Bio quan thude ¢ noi kho, nhiét do dudi 30°C.
13. Nhirng déu hi¢u va tri¢u chirng khi dung thube qua licu:
Biéu hién: Nghién ciu don lidu trén ngudi tinh nguyén, tang liéu 1én dén 80 mg
vardenafil/ngdy (vién nén bao phim) khong gdy ra tic dung khong mong mudn nghiém
trong.
Khi udng vardenafil & liéu cao hon va thuong xuyén hon ché do lidu k huyul cdo (40mg,
lan/ngay), ghi nhian mot sd truong hop dau lung nang, khong lién quan dén doc tinh trén co
hay than kinh.

14, Can phii lam gi khi ding thube qua licu khuycn 40!
X triz Trong truong hop qua llcu diéu tri h6 tro' néu can. Tham phan mau khé I\W nhanh
lem thai thude vi thude chu yéu lién két voi protein huyét twong va it thii ua nuoc
tiéu.
15. Nhitng di¢u cin thin tr ong khi diung thube nay:
* Trude khi khoi dau dicu tri r6i loan cuong duong, can xem x¢ét tinh trang tim mach cua
bénh nhan vi hoat dong tinh duc ¢6 lién quan dén nguy co tim mach. ’ huoc co tinh gian
mach ¢o thé lam giam huyét ap nhe va thodng qua. Nhimg bénh nhan co tic luono méu that
trdi nhu hep van dong mach chu hay hep dudi van dong mach chu phi dai v6 can, co thé

nhay cam voi tac dung ctia thude gian mach bao gom nhiing thude (re ché phosphodiesterase
type 5.

* Khong nén sur dung thube & nguoi duoc khuyén cdo khong nén hoat dong tinh duc do
bénh 1y tim mach, nhimg neuoi cé khoang QT kéo dai bam sinh hay nhimng nguoi dang str
dung thude loan nhip nhom 1A (quinidin, procainamid) hay nhém [ (amiodaron. sotalol)




* Théan trong dung thude cho bénh nhén c6 bt thuong vé g1ai phau duong vat (nhu gap goc,
x0 hod thé nang hay bénh PL)/IOI]IC) hay c¢6 tinh trang bénh cé thé gay cuon :
(bth thi¢u mau lIOI]U cau hinh 1iém, da u tuy hay bénh bach céu).

* Tinh an toan cua thude chua duge nghién cuu ddy du do do khong n(.n/ GﬁgGh&@ c’l

nhung nguoi bénh sau: suy gan ndng, suy than giai doan cudi can loc mdw, ha ﬁﬁj@f\@)p 6
st dot quy hay nhdi méu co tim (trong vong 6 thing gén ddy), con d'lu\sl\ hag 1Y H‘Cﬁtﬁ%@n 6
dinh, bénh thoai hod vong mac di truyén (viém vong mac sic to), bénh
mau hay loét da day dang tién trién.
* Than trong dung vardenafil dong thoi voi thude chen alpha. Khong dugc st dung liéu qua
Smg vardenafil v6i thude chen alpha. Khong dung thude trong vong 6 gio sau ]\hl udng
thude chen alpha. Chi nén su dung thude dong thoi khi bénh nhan da duogc diéu tri 6n dinh
\/01 thude chen alpha.

* Khong ding liéu qud Smg vardenafil khi ding dong thoi voi erythromyein, ketoconazol
va itraconazol, indinavir hay ritonavir.

- Sir dung cho phu niv ¢6 thai va dang cho con bii: Thudc khong duoc chi dinh cho phu nir.
Chura ¢6 di liéu nghién ctru khi str dung thude & phu ni ¢6 thai va cho con bu.

- Tic dong ciia thudce khi ldi xe va vin hanh mdy mdéc: Chua co nghién ciru nao vé anh
hudng cua thude 1én kha nang lai xe va van hanh may moc. Thude cé thé gdy hoa mit chong
mat, anh huong dén tam nhin nén can than trong khi dung cho nguot lai xe va van hanh may
maoc.

16. Khi nao cin tham vin bac sy, dwoe sy:

Khi thay nhirng tac dung khong mong mudn gip phai khi str dung thude.

Khi dung thude ma thay tri¢u chirg ctia bénh khong thuyén giam.

Néu can thém t thong tin vé thudce xin hoi y kién bac sy ho% duoc s§.

17. Han dung cua thude: 36 thang ké tr ngay san xudl. Khong dwge dung thube da qua
han dung.

* Lirw . Khi thdy vién thude bi 4m mbe, nhin thude in s 16 SX, HD mo...hay co cac biéu
hién nghi ngo khic phai dem thude 16i héi lai noi bén hodc noi sin xudt theo dia chi trong
don.

18. T¢n, dia chi ciia co s sian Xut:

Tén nha sin xuit: C()NG TY C.P DUQC PHAM HA TAY

Dia chi: 10 dan phu s6 4, P, l a Kheé, Q. Ha Dong, TP, [la Noi

Dién thoai: 02433522203, 024.33824685 Fax: 024.33522203, 024.33829054
Hotline: 02433 52 25 25

Biéu twong: Wgﬂ

e
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19. Ngay xem xét stra doi, cap nhiit lai noi dung huwéng din st dung thu ;,ésf’
Ngay thang nam '
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’TRUGNG PHONG



