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TadalExtra 20
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Thanh phin:
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Ta dugc .vifa 80 1 vién nén bao phim
i dinb, ich disng, ching chi dinh v3 cc thing

thudc kém theo.
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RX prescription Only
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MAU TO HUGNG DAN SU' DUNG THUGC
(MAT TRUGC)

1. TENTHUGC:

TadalExtra20

2. CAC DAUHIEU LUU Y VA KHUYEN CAD KHIDUNG THUBG:
DEXATAMTAY CUATRE EM

BOC K¥ HUGNG DAN SUDYNG TRUGC KHI DUNG
THUOC NAY CHIDUNG THEO BON THUGC N U
3. THANH PHAN CONG THUG THUGC: h\r
Thanh phén hoat chét Tadalafil 20 mg N

Thdnh phn té duoc: Lactase, cellulose vitinh thé, natri glycolat starch, 3
natri lauryl sulfat, povidon, megnes| stearat, hydroxypropyl methyl cellulose,
palyethylenglycol, taic, sunsetyeliow.. ... ... . . vira dd 1 vién
4. DANG BAO CHE: \Vign nén bao phim, hinh trén, mau vang, canh va thanh vién lanh
1&n.

5. CHIBINH;

Biéutrirdi loan crong duong.

Thube chi cé tac dung khica sy kich thich inh duc.

Khéng ¢é chig|nh TadalExira 20 cho phuniz,

8. CACH DUNG VA LIEU DUNG:

Cach dung: Dung duding uéng. Udng truds lic sinh hoat tinh duc it nhét 30 phia,
knéng lién quan den biva an.

Liéu ding:

- Ngudi Iém.

Ligu dang méi ngay |a 20 mg khi cn thidt, it nht 30 phut truac khi quan hé tinh duc.
Higu qua cla thube co thé kéo dai 24 gior sau khi udng. Chinén dang méi ngay mot lan
wé khdng ding ién tuc hang ngay vi chura o di ligu an toan cta thude khi dung lau dai.
- Nguof gia:

Khdng can higu chinh & ngudi 16n tubi,

-Suythan:

Khuyén cdonén sir dung vien nén bao phim TadalExtra 10.

Hign nay chua co dir figu vé vise s dung lidu cao hon 10 mg tadalafil & nhirng bénh
nhan suythan,

-Suygan:

Knuyan cao nén si dung vién nén bac phim TadalExtra 10.

- Tiéw duong:

Bitu chinh liéu luong khong cén thiét i voi Bénh nhan daithéo dudng.

- Tré em vé dg tudivi thdnh nién-

Khang nén dung tadalafil cho nhing ngudi dudi 18 1udi

7. CHONG CHIDINH:
- Qua m2n v&i hoat chét hodc bat clr thanh phan nao cla thube.

- Két hop véi nitrat. /
- Chéng chidinh d8i véi nhing nguéi bi sénh 1im mach: :

+Bénh nhan nhdi mau co tim ireng wéng 90 ngayqua.

+ Bénh nhan bi dau that ngyc khdng &n dinh hodc dau that ngye xdy ra trong khi

hétinh duc,

+ B&nh nhan thudc nhom 2 theo x&p loai cia hai tim New York ho&c bénh nhan suy'lim
néng hontrong 6 thang gén 4y, X
+Bénh nhan loan nhip knéng kiém soat duoc, huyét 4p thap (<90/50 mm Hg) hodic
tang huyét ap knéng kidm scat duge,

+Bénhnhan dét quy trong 6thang gan a4y,

B.CANH BAC VA THAN TRENG KHIDUNG THUGC:

- Cantham khdm I3m sang @& chan Boan réi lo an cuong duong cling nhw xéc dinh cac
bénh tiém &n kém theo, trrdrs khitidn hanh ké don sir dung cac loai durgre pham.

- Bién cé tim mach nghiém trong bac gém nhéi mau co tim, 46t tir do tim, dau that ngyc
khdng &n djnh, loan nhip that, ¢ quy, conthiéu mau nao thoang qua, daungue, danh
tréng ngue va nhip tim nhanh 04 duroc bao cdo hodc cé frong c4c thix nghiam Iam
sang. Hau h& cac bénh nhdn nay 48 duoc bao cao 14 cb n Uy ¢o' tim mach tir tnedre,
Tuy nhién chwa thé xac dinh cac su kién ndy c6 lién quan dgn céc yéu 16 nguy co dén
TadalExtra 20, dén hoat ddng tinh duc hodc sy két hopeliacée yéutd khac.

- Hién nay thwa co nhidu d iéu vé tinh an toan coa tadalafil frong nhirng nhém bénh

sau ¢ay, néu cb chi dinh ké toa cho bénh nhan thay thube phaican nhdc ky gita lol ich
vanguy cor,

+ Bénh nhan b suy than nang (a6 thanh 1hdl creatinin <30 mi/phut),

+ Benh nhan suy gan ngng (nham C Chitd-Pugh),

-Cén thén trong trén banh nhan cé nhiing bénh ly gay dau duong vét (nhu bénh thidu
mau héng cdu hinh liém, da u ty, bénh bach cad) hay trén nhirng bénh nhan ¢6 bién
dang gidl phiu duong vél (nhu duong vit gap goc, bénh xo the hang hay bénh
Peyronie).

- Hién nay khing biét I4 TadalExira 20 ¢4 hiéu qua hay khing trén nhirng bénh nhin
|E|:él*;llmg'ng 1y séng v& nhimg bénh nhdn ¢6 phiu thuat ving chau hay phau thuat

tur tien fiét,

- TadaiExira 20 chiva lactose. Nhirng b&nh nhan coditruyén hiém gép khéng dung nap
galaclose, khiém khuyét men Lapp lactase hay rdi loan hép thu glucose-glactose
khdng nén ding san pham thufc nay,

- Tinh an 1040 va higu qua khi phdi hyp TadalE xira 20 vl cae thube khac dédidutirdi | o .
lagn cuong dueng chua duee nghién iy, Do 46 khuyén cdo khéng nén dung phdi 1" 1011/
hep cdc loalthuic nay. Py s
- Higu qua sl cung lisu mBi ngdy 13u dai chura duoc thure hign do @6 kh uyén cao khdhg | ! ; \
dwge st dung mdi ngay, ol CONe N
9. SUDUNG THUGC CHO PHY N €0 THAIVA CHO CON BU:
TadalEnraZﬁkbﬁngduwchidhhchophun&, .
CLENKHA NANG LAIXE, VAN HANH MAY MOC:

10, ANH HUGNG CUATHUG :
TadalExira 20 c6 &nh hudng khang dang k& dén kha nang Iai xe va van hanh may |
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MAU TG HUGNG DAN SUf DUNG THUGGC
(MAT SAU)

mdéc, tuy nhién bgnh nhan nén duge cdnh bao vé viéc than trong sir dung tadalafil
{nrére khi léi xe hay vén hanh may moc.

11. TUONG TAC, TUONG KY CUA THUSG:

- Cac chéti chd cyfochrom P450;

Tadalafil chl yéu dugc chuyén hoa boi CYP3A4, Cc ehét chon loc tre ché CYP3A4, G
ketocanazel lam 1ang dign tich duwdi duong cong caa ladalafil tei 107%, khi so sanh v B
vl tadalafil dung mét minh. M3t wai chét (¢ ché men prolease nhu ritonavir, B :
s&quinavir va nhang chit (e ché CYP3A4 khée nhu erythromycin, clarithromycin, . ¢
itracanazol va nirée &p buedi -:grag_le fruit) phdi thdn trong khi stv dung dbng thai vél o
1adajafil vichang cd the lam tang néng db cla tadalafil, AN YW
- Thudc gay cdm ¢ng cyfachrom F450: L 3
Rifampicin giam dign lich dudi dudng cong (AUC) cha tadalafil xubng con 88%, Céc BHAM |
thudc gay cém Umg khac cia CYP3A4 nhur phenobarbital, phenytoin, carbamazepin /
cling co 1hé lam gidm ndng 46 tadalafil rong huyét trong. e Ay
- Chire niing céc chatchuyen ché (vidy g-glycoprotein) ) 4
Chgﬂ dugre bit, do 46 céc chat ndy néu bj irc ché sé co mat tikm tang vé& tvong tac =5

thube ¥S o
- Nilrat o
Tang nguy coha huyét &p, ké ca khl ding nitsal dang hit. Chéng chl dinh khi phél hop G
tadalafil wor thude nay,

- Thudc fricao huyét ap (bac gdin c4 thwdc chen kenh calcl);

Nguy eo tdng tac dung ha huyét ap khi phdi hop ddng the véi cac thude tr cao huyét
&p (doxazosin. thue chen thy thé angio-tensin Il), Than trong khi ding dbng thei véi
cac thude re ché POE type 5 va thudc chen thy thé alpha, cling nhu thuéé gian mach
khdc. Két hop 1adalafil voi metoprolol, enalapril, amiedipin hadic bendrofluazid am
gism huyét ap. Ha huyét ap thé ding eiing xay ra khi k&t hop tadalafil va thubc chen
thu1hé alpha .

12, TAC DUNG KHONG MONG MUGN CUA THUSC (ADR)

Tacdung phy thudng gdp (ADR 2 7/10)- Nhirc d3u, kho tigu, .

Tacdung phy it 9&p (1/100 s ADR < 1/10): Chéng mat, 46 mat, xung huyet niém mac
mdi, dau leng, dau co. )

Tac dyng ép)w hiém gap (1/1000 < ADR < 1/10000); Sung mi mét, Gau tai mét, két mac
xung huyet.

Céctac dung ngoai ¥ Gurere ghi nhian v tadalafil thuéng thoang qua va & mic dé nhe
hay vira.

13. QUALIEU VA CACH XU TRI:

Qui lidu: Ligu duy nh&t &n aén 500 mg duoc thir nghiém trén nguéi khde manh va lidu
18n aé&n 100 mg nhiéu lAn/ng&y a4 duoc chi dinh cho bénh nhan. Cac phan| u
cing tuong ty khiding ligu thap

X t1: Trong truong hop qué ligu nén dung c4c bién phap hb tro tiy theo yBu cdu,
Th&m phan mau gop phan khing dang ké vao sy ddo thai cda tadalafil, \

Tichoyctheo ddidé e bign phap xdrirl kip thai,

14.DAC TINH DUGC LUC HQC:

Nhom duge ly: Thube sir dung trong rdi loan chire nang cwvong duong.

MEATC, GO4BEDS.

Tadalafil 12 mét chdt (re ché thudn nghich, ¢b h3i phuc guanosine monophosphat vang
{cGMP), d&c biét trén men phosphaodiestsrase type 5 (PDES). Khi cé kich thich tinh
duc s& gidi phéng nilric oxit gNO} tal chd, sir (e ché PDES ciia tadalafil lam tang ndng
@5 cGMP trong the hang. Diéu nay dan I6Gi gian co tron va lam 1ang dong mau vao mé
duong Val 1y 4o gay cuong dwong vat. Khi khéng b kich thich tinh duc, tadalafil
khdng ¢ lacdynggi.

15, BAC TINH DUQC BYNG HOC:

Hdp thu: Tadalafil duoc hap thu dé dang sau khi udng, ndng 46 téi da trong hlg(ét
tuong dat dugc sau 2 gie. Sinh kha dung tuyét déi cia Tadalafil sau mot lidu udng
chira durgre xdc dinh.

Ti1g v& mirc 6 hap thu ciia tadalafil khéng bi dnh hwéng béithire an, do 46 TadalExtra
10 6 thé wbng W d6i hodc no. Théi gian ding thudc (budi sang hay budi téi) knong
anh hwéng dén nhip 86 vamire 4 hép thu thude.

Phan b6: Thé tich{rung binh cia Sy phan phdi thuéc sau khi sir dung véo khoang63L.
O néng a6 diéu tri 94% cliatadalafil gin vai protein irong huyéttuong, [t hon 0,0005%
lidu diing xudl hién 1rong tinh dich cia ngudi khe manh.

Ghuyen hoa: Tadalafll dugc chuyén héa chi yéu béi cytochrom P450 dang déng vi
3A4. Chat chuyén néachinh dang methylcatechol glucuronid khéng ¢é hoat tinh.
Théi trr: Thivi gian ban thai trung binh cla tadalafil khodng 17,5 gi¢r. Tadalafil dwge e
dao thai chi ygu dugi dang chat chuyen hoa khong hoal déng, chd yéu qua p
(khodng 61% liéu ding) va nude idu (36% lidu ding). D5 thanh thal gidmé ng
twdiva bénh nhan suythan.
16.QUY CACH BONG GOI: ;
H&p 01 vix 02 vién nén baa phim. ! * "I Y
Hap 01 vix 04 vidn nén bag phim. . abh' G

Hap 01 vIx 08 vién nén bac phim. : ’

Hep 01 4% 10 vién nén bao phim.
H&p 01 vix 12 vién nén bao phim
17, ugéu KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQ
THUOC:

Bitu kign bac quan: Neikhd, nhiét 48 dui 30°C, trénh anh sang

Han ding: 36 thang ké tir ngay san xudt.

Tigu chudn chétlvong coa thube: TCCS.

18. TEN, DIACHI CUA GO 53 SAN XUAT:

CONG TY CO PHAN DUTC PHAM TRUNG UONG 2
9 Trin Thénh Téng - Q. Hai Ba Trung - Ha N&i - Viét Nam

fUQ.CUC TRUONG
PTRUUNG PHONG
Q,ﬂ,’.g}{?)z} 3 Efy{(‘ ».'-':'j )*i’*[!,

BT: 02439715439 FAX: 02438211815/ 4
— —— : N,

Sdn xuat taf: f{' SNICCONC '-.\
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