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Doc k¥ hudéng dan sir dung trude khi ding
Dé xa tim tay tré em
Thdng bio ngay cho bic s§ hodic dugc s§
nhimg tac dung khong mong mudn gap phai khi sir dung thude
Thudc nay chi ding theo don ctia bic sy

60,00 mg

(eong dwomg vai 67,20 mg Dapoxetin hydroclorid)

Ta diwge: Vira du 1 vién nén bao phim

(Lactose monohydrat, Pregelatinized starch, Cellulose vi tinh thé 101, Natri croscarmellose, Colloidal silica,
Magnesi stearat, Hypromellose 606, Titan dioxyd, mau d6 Erythrosin, PEG 6000).

M@ ta san phiam: vién nén bao phim

Quy cich déng goéi: Hop 1 vi nhom-pve x 10 vién nén bao phim

Thubce ding cho bénh gi: ) )
DURAPIL FORT dugc chi dinh trong nhirng truong hop xuat tinh sém ¢ nam gigi do tudi tir 18 — 64 ¢ cace triéu
chimg sau:

Xudt tinh dai dang va tai phat khi c6 sy Kich thich vé tinh dyc & mire 4o 15i thiéu, truée, trong hogc sau khi
tham nhép, trude khi bénh nhan ¢6 chu dinh.

Cam gidc lo ling hoc cam gidc kho chiu cia viée xudt tinh sém.

Kho kiém soat hién tuong xudt tinh.

Nén ding thude nay nhw thé nao va lidu lrgng:

Nam gidi tir 18 - 64 muéi: Liéu khoi ddu la 30 mg trong tit ca moi trudmg hop, udng trude khi quan hé tir | - 3
git. Néu lidu 30 mg khong hi¢u qua va téc dung phy ¢6 thé chap nhan dugc thi ¢o thé tang liéu lén 16i liéu i
da 60 mg. Liéu 16i da khi sir sung thuong xuyén la mot lan trong 24 gid. Thude ¢ thé ding voi thire an hodc
khong.

Bic sy khi ké don DURAPIL FORT cén lugng gia duge nhimg nguy co voi nhimg hiéu qua mang lai cho
nguoi bénh sau 4 tudn déu tién sir dung hodc sau 6 liéu DURAPIL FORT dé danh gia sy cin bang giira lgi ich
va nguy co dé xem xét ¢6 nén tiép tuc diéu tri bing DURAPIL FORT nira hay khong.

Nguoi gia trén 65 tudi: Chua xac dinh duge liéu an toan va hiéu qua khi sir dung Dapoxetin & nhom nguoi
trén 65 tudi.

Tré em va thiéu nién: Khong ding thube cho ngudi dudi 18 toi.

Nhitng ngudi suy giam chice nang thin, gan: Khong can diéu chinh liéu trén nhimg bénh nhan suy than ¢
mure d§ nhe vira, suy gan & mirc do nhe. Khong sir dung Dapoxetin cho bénh nhan suy than néng, suy gan vira
va ning.

Bénh nhin ¢ tinh trang CYP2D6 chuyén hoa kém hodic bénh nhin duge diéu tri biing thude irc ché
CYP2D6 manh

Cin than trong khi tang liéu dén 60 mg & nhimg bénh nhin dugc biét 1a ¢6 Kiéu gen CYP2D6 chuyén hoa yéu
hodc ¢ nhimg bénh nhan dung dong thoi diéu trj bang thude trc ché CYP2D6 manh,

Bénh nhin duge diéu trj bing thube ire ché vira phai hodic manh CYP3A4

Sir dung dong thoi cdc thube irc ché manh CYP3A4 la chéng, chi dinh. Lleu nén duge gidi han 30 mg Khi
nguoi bénh ding dong thai didu tri bing thude ire ché CYP3A4 vira phai va can thin trong

Khi nao kh6ng nén ding thube nay:

Qua man voi Dapoxetin hodc bat cir thanh phan nao cua thude.

Bénh 1y tim mach man tinh nhur suy tim dg I1 - IV (Danh gid mirc d§ theo hi¢p hoi Tim mach Hoa Ky NYHA),
r6i loan dan lruyén (block nhi thapcap -1V, héi chimg xoang) khong duge diéu tri, hodic bénh nhan dat may
tao nhip, bénh nhén thiéu mau co tim rd rét, bénh van tim man tinh,
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hding ddng thdi Dapoxetin véi chit (rc ché monoamid oxydase IMAO, hofic trong vong 14 ngay tir khi
2 didu tri IMAO. Tuong ty IMAO khéng duge ding trong vong 7 ngay sau khi ngimg diéu trj Dapoxetin.
g dong thoi vai thioridazin trong vong 14 ngay tir khi ngimg diéu tri thioridazin. Tuong tu
in khdng duge ding trong vong 7 ngay sau khi ngimg diéu trj Dapoxetin.

ghi dinh ding déng thoi dapoxetin vdi cac chit ire ché tai hiip thu serotonin hay thube/ thao duge c6 tac

ahgAt thuoe nay trong vong 7 ngay sau khi ngimg sir dung dapoxetin.
“Khong dang dong thoi dapoxetin véi cic thube e ché manh CYP3A4 nhu kentoconazol, itraconazol,
ritonavir.....

7) Téc dung khéng mong mubn

Table I: Frequency of Adverse Reactions (MedDRA)
Co quan Rit thuomg |Thuomg gip it gip Hiém
gdp (= 17100 to < 1/10) (= 171000 to < 1/100) (= 1/10000 to <
(> 1/10) 1/1000)
Réi logn tam Lo du, kich dong, Bon chén,  |Trim cam, chan nan, hung cam,
thiin mit ngu, mo bét thuong, giam |Cang thing, lanh cam, tho o,
ham muén tinh duc trang théi 10 1an, Mét dinh
hudng, nhay cam, réi loan gidc
ngd, mét ngu ban diu, dc mong,
nghién rang, mat ham mudn tinh
duc, rdi loan khodi cam
Thén Kinh Chéng mit, |[Budn ng, rdi loan trong tdp  |Ngt, Ngit do phan xa thin kinh [Chéng mat khi
trung wong dau dau trung, run gidt, dj cam phe vi, Chong mat tr the, bon  |gang sirc, ngu ga
chdn, ding mi¢ng, budn ngu,
Nga lim, An than, Giam nhan
thire
Réi loan & miit Nhin mo Gidn dong tir, dau mit, thj luc
x40 trn
Tai va co quan U tai Choang véng
tién dinh
Réi logn tim Ngung xoang, nhip chim xoang,
mach Nhip nhanh
Réi logn vin D6 bimg Ha huyét ap, tang huyét dp tam
mach thu, néng phimng
Rdi logan h¢ ho Nget soan mili, ngap
hiéip, 1ong ngye,
tuyén irc
Ri logn hé tiéu |[Budnndn  |Tiéu chay, non, tdo bon, dau  |kho chiju ving bung, kho chiu | Dai tién nhiéu Lin
hoa bung, dau thugng vi, roi loan  |ving thuong vi
tiéu hoa, Day hoi, da day kho
chju, truéng bung, khd miéng
Réi loan da va am da Ngira, va md hoi lanh
md dudi da
Réi loan cor Réi loan cuong duong Réi loan xudt tinh, rdi loan cyc
quan sinh duc khodi & nam, di cam co quan
sinh duc nam
Cic rbiloan Mét méi, Kho chiu Sug nhuge, cam gide nong, bon
chung khic chon, cam gidc bat thudmg, cam
gide say ruou
Huyét djng Tang huyét ap ting nhip tim, huyét ap tam
truong ting, Huyét ap thé dimg
ting
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ng nhimg thude hodc thye phim gi khi dang sir dyng thube nay
“dung ddng thoi dapoxetin voi rugu cé thé lam tang téc dung ciia rugu lién quan dén kha nang nhin
(I co thé lam tiing céc tac dung ngogi. Ngudi bénh khong nén udng rugu khi sir dung dapoxetin.
pgdPng thoi thude 6 tac dung cudng giao cam:

Jling ddng thoi dapoxetin voi cde thube giy hung phin hofic cdc thude gy hung phén c6 tac dung cudng
nhu ketamin, methylenedioxymethamphetamin (MDMA) va lysergic acid diethylamid (LSD) ¢6 thé
y nén cac phan (mg ngoai y nghiém trong khi sir dung dong thoi Dapoxetin (nhip nhanh, ting than nhiét, hoi
chimg cudmg giao cam). Sir dyng ddng thoi dapoxetin vai cac thude gay hung phéin c6 tac dung an thin nhu cac
thubc gy nghién va nhém benzodiazepin c6 thé gy tinh trang ngti ga va hoa mit chéng mat.

V6i cac thube CYP3A4 & mirc 49 trung binh: Cén thn trong va khong ding liéu vurgt qua 30 mg khi dimg dong
thoi véi cac thube @ ché CYP3A4 & mirc d§ trung binh nhu erythromycin, fluconazole, amprenavir,
fosamprenavir, aprepitant, verapamil va diltiazem.

Véi céc thube ire ché CYP2D6 manh : Cén thin trong khi tang lidu t6i 60 mg khi dung déng thoi vdi chit ire ché
manh CYP2D6 hofic khi tang lidu t6i 60 mg & nhimg bénh nhin khé chuyén hoa CYP2D6 vi diéu nay c6 thé lam
ting thém mirc d¢ nghiém trong ciia céc phan (mg bat lgi cia thube.

Cac thubc ¢6 tac dong 1én hé thin Kinh trung wong: Nén thin trong khi dung dong thoi DURAPIL FORT véi cdc
thudc c6 tac dung Ién hé thén Kinh trung vong.

Céc thude (rc ché hé enzym: C6 thé 1am giam d¢ thanh thai ciia Dapoxetin.

Chét ire ché PDES: Nén than trong khi ké don dapoxetin cho nhimg bénh nhan ¢6 sir dung thube PDES vi n6 c6
thé 1am ha huyét ap tu thé dimg.

Wafarin: Nén than trong khi diing dapoxetin cho bénh nhan cé sir dung wafarin dai ngay.

Tuong téc vai thioridazin

Thioridazin c6 tac dung kéo dai khoang QTec, lién quan mat thiét véi tinh trang loan nhip thit nghiém trong,
dapoxetin irc ché isoenzyme CYP2D6, do d6 irc ché su chuyén hoa cia thioridazin va két qua 1a néng do
thioridazin s& tang Ién, ting nguy co kéo dai khoang QTc. Dapoxetin khong nén duge sir dung két hop véi
thioridazin hodc trong vong 14 ngay ké tir ngay ngung diéu tri vai thioridazin, Tuong ty, thioridazin khong nén
dugce chi dinh trong vong 7 ngay sau khi ngung dapoxetin.

Anh hudng ciia dapoxetin khi ding chung tamsulosin

bon hogc da tri li¢u bing dapoxetin 30 mg hodc 60 mg cho bénh nhan dang dugc diéu tri dai han voi tamsulosin
khéng lam thay ddi dugc dong hoc cia tamsulosin. Ding déng thoi dapoxetin va tamsulosin khong lam ting
nguy co ha ap thé dimg va khong c6 sy khéc biét vé nguy co xuat hién ha ap thé dimg khi ding tamsulosin két
hop vai ca 30 hay 60 mg dapoxetin so v&i tamsulosin mdt minh; Tuy nhién, dapoxetin nén dugce chi dinh mét
cach thin trong & nhimg bénh nhin sir dyng thude ddi khang thy thé alpha adrenergic do ¢6 kha nang lam tang
xudt hién ha dp thé dimg

9) Cin lam gi khi mjt lin quén khdng ding thube

- Néu quén dang thube, dung liéu d6 ngay khi nhé ra. Tuy nhién, néu gin nhu la thoi gian cho lidu tiép theo
thi bo qua liéu ban bj mét. Khong dung gip doi liéu lugng ciia thude nay.

10) Ciin bio quan thube ndy nhw thé nio

Déng goi trong bao bi Kin, trdnh &m va dnh sang, bao quan ¢ nhiét d¢ khong qua 30°C

11) Nhimng déu hi¢u va trigu chirng khi dung thude qua li¢u

N6i chung, céc triéu chimg cta qué liéu bao gdm céc tac dung khong mong muén nhu: budn ngd, rdi loan tiéu
héa, budn nén va ndn, nhip tim nhanh, run, kich dong va chong mit.

12) Cén phii lam gi khi diing thube qua liéu Khuyén cdo

Khong c6 truomg hop qua lidu nao duge bao céo.

Khong c6 cac tac dung ngoai ¥ bit ngo vai lidu hang ngay 1én dén 240 mg (hai liéu 120 mg cho cach nhau 3 gio).
No6i chung, cde triéu chimg qué liéu bao gbm cac phan img phu nhu budn ngy, rdi loan dudng tiéu héa nhu budn
non va non, nhip tim nhanh, run, kich dong va chong mét.

Trong truomg hop ding qué liéu, nén tién hanh cic bién phap diéu tri hd tro. . _ o
Do sy giin két protein cao va thé tich phin b cua dapoxetin hydroclorid rong khap co thé, vi viy dung thuoce lgi
tiéu, chay than, truyén mau va loc mau duomg nhu khéng 6 higu qua. Hign chua 6 thude giai doc hiéu qua cho
dapoxetin hydroclorid

13) Nhiing diéu cin thin trong khi ding thude nay

Page 3 of 6



HUONG DAN%H'%SQ(I;eT%I c:[ Q%@rgu 1 B/!:l#ulil anh/

R* DURAPIL fort

dc triéu chimg tién trigu chimg nhu budn non, hoa mat, dau ddu nhe, todt md hoi la nhimg tri¢u chimg
g giip duge bao cdo trong s6 bénh nhan dung dapoxetin so véi nhom dung gia duge. Cac truong hop ngit dac
trumg béi sy mét ¥ thire ghi nhin dugc trong céc nghién ciru trong 1dm sang biéu hién tinh trang co phé huyét quan
vé phén 16n xay ra trong 3 gitr déu khi sir dung thude, sau khi diing liéu déu tién hodc ¢6 lién quan véi céc thi thudt
trén 1am sang. Céc tri¢u chimg tién triéu nhu budn nén, chong mat, tréng ngue, nhire diu, mét moi, 1in 16n va toat
md héi thuomg xay ra trong 3 gidr diu sau khi ubng thude va thuomg din dén chodng ngét. Tinh trang chodng ngét
¢6 thé xay ra bit ki khi ndo ¢6 hodc khéng c¢6 trigu chimg béo trude trong thoi gian diéu tri biing dapoxetin. Thay
thudc cén giai thich cho bénh nhan biét vé tim quan trong cua viéc duy tri can bing nuée va cich nhin thire cic
déu hiéu tién tri¢u dé lam giam nguy co ngd gy chin thuong trim trong do mét ¥ thirc.

Ha huyét ap e thé dieng:

TP WY
G

Ha huyét ap tr thé dimg da dugc bao co trong thir nghiém Iam sang. Cin sir dung thin trong dapoxetin déng thoi
v6i cac bénh nhan dung thude gian mach (nhom ddi khang anpha adrenergic, nitrat, (e ché PDES).

Tinh trang himg phén qud mirc (dién cudng): Khong sir dung dapoxetin cho nhimg bénh nhin ¢é tién sir ri loan
¢am xic nhu hung phén, trdm cam hodc rdi loan ludng cyc hodc nén ngimg thube ngay néu c6 nhimg triéu chimg
nay.

Djng kinh: Ngimg sir dung dapoxetin khi xuat hién triéu chimg co git va khong chi dinh dapoxetin cho nhiing
bénh nhén c6 tién sir dong kinh khong 6n dinh.

Tré em va thiéu nién dwdéi 18 téi: Khong ding dapoxetin cho tré em va thiéu nién dudi 18 tubi.
Trim cam c6 réi logn tam thin: Khong sir dung dong thoi dapoxetin véi céc thude chong trim cam.

Xudt huyét: Cin thin trong khi ding dapoxetin khi ding déng thoi véi cac thube ¢6 tac dong Ién chirc nang cua
tiéu céu hogc cac thube chéng dong mau, ciing nhu di voi bénh nhén c6 tién sir ua chay mau hogc rdi loan dong
mau.

Suy chire ndng thin: Khong sir dung dapoxetin cho nhirng bénh nhén suy chirc nang than nang. Cén sir dung thin
trong cho nhirng bénh nhan suy chirc nang thin vira va nhe.

Khuynh hwong tw tir:

Thube chong trim cam, bao gdm cac thude SSRI, ting nguy co (so voi gia dugce) vé hinh thanh y dinh ty tr va wr tr
trong céc nghién ciru ngin han & tré em va thanh thiéu nién bj trdm cam va réi loan tém thin khac.

O nhoém ngudi 16m hon 24 tudi, khong cho thiy sy gia tang nguy co ty tir khi dung thude chéng trdm cam so voi gia
duge. Trong cac thir nghiém lam sang vai dapoxetin dé diéu trj xudt tinh som, khong c6 déu hiéu rd rang vé cip
ciru céc truomg hop tu tir theo danh gid ciia cdc tac dung phy c6 thé lién quan dén ty tr, trong céc thang diém danh
gia phan loai cac trudng hop tr tr nhu: Columbia Classification Algorhythm of Suicide Assessment (C-CASA),
Montgomery-Asberg Depression Rating Scale, hay Beck Depression Inventory-11

Bénh nhin co ye‘u 16 nguy co tim mach

Déi tugng ¢6 bénh tim mach da dugc khuyén cdo khong sir dung. Nguy co bién chimg xédu tim mach tir ngdt (ngit
do tim va ngét do cdc nguyén nhén Khac) duge ting 1én & nhimg bénh nhén c6 bénh tim mach (vi du, dong chay tic
nghén, bénh van tim, hep dong mach canh va bénh djng mach vanh). Khong du dir li¢u dé xac dinh xem c6 nguy
co gia ting kéo dai din dén ngit do hiéu (mg phan xa than kinh phé vi & nhimg bénh nhan ¢6 bénh tim mach tiém
én

Diing chung thube kich thich khdc:

Khong nén sir dung Dapoxetin két hop vai cac loai thude gy nghién khéc. ‘\/
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Qui lidu:
Kinh nghiém vé sir dung qua liéu con giéi han. Khi ¢6 xay ra qua liéu, nén diéu tri chéng d&
theo triéu chimg

Bao quan: Bao quan ¢ nhiét d§ dudi 30°C, noi khd mat, tranh anh sang.

Trinh bay: Hop chira 7 hop nho, mdi hgp nho chira 1 vi, mdi vi chira: 2 vién nang
Lansoprazole, 2 vién nén Tinidazole va 2 vién nén Clarithromycin.

Han ding: 2 nam ké tir ngay san xuit.

* Khong dugc dimg thudc qud han sic dung

* Doc ky hudng dan sir dung trude khi dimg, néu can thém théng tin xin hoi y kién cia bac st
* Thude nay chi bdn theo don cia thdy thuéc

* Dé xa tam tay tré em

San xuit bdi: Micro labs limited
92, Sipcot, Hosur - 635 126, Tamil Nadu. India.

PHO CUC TRUONG

Nugin Vin Chank



