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Rx !
DURAPIL fort 512,

Doc k¥ huéng dén sir dung trude khi ding
Dé xa tim tay tré em
Thong bao ngay cho bac s§ hodc dugc s§
nhitng tic dung khong mong mudn gap phai khi sir dung thube
Thudc nay chi ding theo don cuia béac sy

60,00 mg

(twong dwong voi 67,20 mg Dapoxetin hydroclorid)

Ta dugc: 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 do Erythrosin, PEG 6000).

M ta san pham: vién nén bao phim

Quy cach déng géi: Hop 1 vi nhdm-pve x 10 vién nén bao phim

Thude dung cho bénh gi: )
DURAPIL FORT duoc chi dinh trong nhitng truong hop xuat tinh sém ¢ nam giGi do tudi tir 18 — 64 ¢é cac triéu
chirng sau:

Xuét tinh dai déng va tai phat khi c6 sy kich thich vé tinh duc & mirc do t6i thiéu, truée, trong hodc sau khi
thadm nhap, trude khi bénh nhéan ¢6 chu dinh.
Cam giéc lo ldng hodc cam giac kho chiu cia viéc xudt tinh som.

Kho kiém soat hién tugng xuét tinh.

Nén dung thube nay nhu thé nao va liéu lwgng:

Nam gidi tir 18 - 64 tuéi: Lidu khoi dau 1a 30 mg trong tit ca moi truong hop, udng trude khi quan hé tir 1 — 3
gid. Néu lidu 30 mg khong hiéu qua va tac dung phu ¢6 thé chip nhan dugc thi c6 thé tang liéu 1én toi lidu toi
da 60 mg. Liéu t6i da khi sir sung thuong xuyén la mot 1an trong 24 gio. Thude co thé ding véi thire dn hodc
khong.

Béc sy khi ké don DURAPIL FORT cén lugng gia dugc nhitng nguy co voi nhimg hiéu qua mang lai cho
ngudi bénh sau 4 tudn dau tién sir dung hodc sau 6 liéu DURAPIL FORT dé danh gia su cin bing gitra loi ich
va nguy co dé xem xét c6 nén tiép tuc diéu tri bing DURAPIL FORT nita hay khong.

Nguwoi gia trén 65 tudi: Chua xac dinh dugc liéu an toan va hiéu qua khi sir dung Dapoxetin & nhom ngudi
trén 65 tudi.

Tré em va thiéu nién: Khong dung thude cho ngudi dudi 18 tudi.

Nhitng ngwoi suy giam chivc nang thin, gan: Khong can diéu chinh liéu trén nhitng bénh nhan suy than &
murc d§ nhe vira, suy gan & mirc do nhe. Khong st dung Dapoxetin cho bénh nhan suy than nang, suy gan vira
va ndng.

Bénh nhén c6 tinh trang CYP2D6 chuyén h6a kém hoic bénh nhan dwge diéu tri bing thude tc ché
CYP2D6 manh ) ) ) )
Cén thén trong khi tang liéu dén 60 mg & nhing bénh nhéan dugc biét la co kiéu gen CYP2D6 chuyén hoa yeu
hodc ¢ nhitng bénh nhan dung dong thoi dicu tri bang thuoc e ché CYP2D6 manh.

Bénh nhan dwgc diéu tri biang thudc e ché vira phai hoic manh CYP3A4

Sir dung ddng thoi céc thube tre ché manh CYP3A4 1a chong chi dinh. Liéu nén dugc gi6i han 30 mg khi
ngudi bénh ding dong thoi diéu tri bing thudc rc ché CYP3A4 vira phai va can thén trong

Khi nao khong nén ding thude nay:

Qua min v6i Dapoxetin hodc bat cir thanh phan nao ctia thude.

Bénh ly tim mach man tinh nhu suy tim d¢ 1 — IV (Panh gia mac d¢ theo hi¢p hoi Tim mach Hoa Ky NYHA),
r6i loan dan truyén (block nhi thépcép I1-1V, hdi chung xoang) khong dugc diéu tri, hoac bénh nhan dat may
tao nhip, bénh nhéan thiéu mau co tim rd rét, bénh van tim mén tinh.
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diing ddng thoi Dapoxetin véi chét trc ché monoamid oxydase IMAO, hoic trong vong 14 ngay tir khi

‘ iéu tri IMAO. Tuong tw IMAO khong dugc ding trong vong 7 ngay sau khi ngimg diéu tri Dapoxetin.

cd PHAKhon -diing dong thoi véi thioridazin trong vong 14 ngay tir khi ngimg diéu trj thioridazin. Tuong tu
%}orlﬂtz} n khong dugc dung trong vong 7 ngay sau khi nging diéu trj Dapoxetin.

S E—)}l i dinh dung ddng thoi dapoxetin voi cac chét trc ché tai hap thu serotonin hay thudc/ thao dugc co tac

cmg glao cam hoéc trong vong 14 ngay ké tu khi ngung dleu trj cac thude trén. Tuong tw khong dung

hong dung ddng thoi dapoxetin voi cac thude (i che manh CYP3A4 nhu kentoconazol, itraconazol,
ritonavir..

7) Téc dung khong mong mudn

Table 1: Frequency of Adverse Reactions (MedDRA)

Co quan Rét thwong |Thudng gip it gap Hiém
gip  1/100 to < 1/10) (= 171000 to < 1/100) & 1/10000 to <
> 1/10) 1/1000)
Réi loan tAm Lo au, kich dong, Bon chon,  [Tram cam, chan nan, hung cam,
thin mét ngi, mo bét thuong, giam |Cang thing, lanh cam, thd o,
ham muén tinh duc trang thai 14 14n, Mét dinh

hu6ng, nhay cam, rdi loan gidc
ng, mat ngu ban dau, 4c mong,

\_/ nghlen rang, mat ham muén tinh
duc, roi loan khodi cam
Thén kinh Chong mat, |Budn ngu, rdi loan trong tdp  [Ngat, Ngat do phan xa than kinh |Chéng mat khi
trung uwong dau dau trung, run giat, di cam phé vi, Chéng mat tu thé, bon gdng suc, ngu ga

chdn, déng miéng, budn ng,
Ngu lim, An than, Giam nhan

thae
Réi loan & mit Nhin mo Gian df”)ng ttr, dau mét, thi luc
x40 tron
Tai va co quan U tai Choang véang
tién dinh
Réi loan tim Ngung xoang, nhip cham xoang,
mach Nhip nhanh
Rdi loan véan Do bung Ha huyét 4p, ting huyét 4p tam
mach thu, néng phirng
R6i loan hé hd Nget soan mili, ngap
hap, long ngue,
tuyén uc
bt R&i loan hé tiéu [Budn nén  |Tiéu chay, non, tio bon, dau  [kho chiu ving bung, kho chiu  |Dai tién nhiéu lan
héa bung, dau thuong vi, rdi loan |vung thuong vi
tiéu hoa, Pay hoi, da day kho
chiu, truéng bung, khd mi¢ng
Rdi loan da va 4m da Ngira, va md héi lanh
moé dudi da
Réi loan co Réi loan cuong duong R&i loan xuét tinh, rdi loan cuc
quan sinh duc khodi ¢ nam, di cam co quan
sinh duc nam
Cac rbi loan Mét moi, Kho chiu Suy nhugc, cam gidc néng, bdn
chung khac chon, cam giac bat thuong, cam
giac say ruqu
Huyét dong Tang huyét 4p tang nhip tim, hu)fét ap tam
truong tdng, Huyét ap thé dung
tang

¥
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, 6 thé lam tdng céc tac dung ngoa1 Nguoi bénh khong nén udng ruou khi stir dung dapoxetin.
ng thoi thude 6 tac dung cuong giao cam:

gdy nén cac phan ung ngoa1 y nghiém trong khi sir dung dong thoi Dapoxetin (nhip nhanh, tang than nhiét, hoi
chimg cudng giao cam). Str dung ddng thoi dapoxetin véi cac thudc gy hung phan ¢6 tac dung an than nhu cac
thubc gay nghlen va nhém benzodiazepin c6 thé gay tinh trang ngt g va hoa mét chéng mat.

—  Véi cac thubc CYP3A4 & mirc d¢ trung binh: Can thén trong va khong ding lidu vuot qua 30 mg khi dung ddng
thoi v6i cac thude tc ché CYP3A4 ¢ muc do trung binh nhu erythromycin, fluconazole, amprenavir,
fosamprenavir, aprepitant, verapamil va diltiazem.

—  Véi céac thube rc ché CYP2D6 manh : Cén thén trong khi ting lidu t6i 60 mg khi diing dong thoi véi chét e ché
manh CYP2D6 hoic khi tang liéu t6i 60 mg & nhitng bénh nhan kho chuyén hoa CYP2D6 vi diéu nay c6 thé lam
tang thém muc do nghiém trong clia céc phan (g bét loi ctia thude.

~  Céc thube c6 tac dong 1én hé than kinh trung vong: Nén than trong khi diing dong thoi DURAPIL FORT véi cac
thude co tac dung 1én hé than kinh trung uong.

—  Céc thudce tic ché hé enzym: C6 thé lam giam d¢ thanh thai cua Dapoxetin.

—  Chét rc ché PDES: Nén than trong khi ké don dapoxetin cho nhitng bénh nhan ¢ sir dung thuéc PDES vi né ¢o
thé 1am ha huyét ap tu thé dung.

- Wafarin: Nén than trong khi dung dapoxetin cho bénh nhén c6 sir dung wafarin dai ngay.

~ —  Tuong tc v6i thioridazin

- Thioridazin c6 tac dung kéo dai khoang QTc, lién quan m4t thiét v6i tinh trang loan nhip that nghiém trong.
dapoxetin trc ché isoenzyme CYP2D6, do d6 trc ché su chuyén héa cua thioridazin va két qua la nong do
thioridazin s€ tang Ién, ting nguy co kéo dai khoang QTc. Dapoxetin khong nén duoc sir dung két hop voi
thioridazin hogc trong vong 14 ngay ké tir ngdy ngung diéu trj véi thioridazin. Tuong tu, thioridazin khong nén
duoc chi dinh trong vong 7 ngay sau khi ngung dapoxetin.

—  Anh huong cta dapoxetin khi diung chung tamsulosin

—  Don hodc da tri liéu béng dapoxetin 30 mg hoc 60 mg cho bénh nhan dang dugc diéu tri dai han véi tamsulosin
khong lam thay déi duoc dong hoc cua tamsulosin. Dung dong thoi dapoxetin va tamsulosin khong lam ting
nguy co ha 4p thé dimg va khong c6 su khac biét vé nguy co xuit hién ha ap thé dimg khi ding tamsulosin két
hop véi ca 30 hay 60 mg dapoxetin so v§i tamsulosin mgt minh; Tuy nhién, dapoxetin nén dugc chi dinh mot
cach than trong & nhitng bénh nhan sir dung thuc dbi khang thu thé alpha adrenergic do c6 kha nang lam tang
xuat hién ha ap thé dimg

9) Cin lam gi khi mot lin quén khéng ding thude

—  Néu quén dung thube, dung liéu d6 ngay khi nho ra. Tuy nhién, néu gin nhu Ia thoi gian cho lidu tiép theo
thi bé qua lidu ban bi mit. Khong dung gip doi lidu luong ciia thude nay.

10) Cén bao quan thude nay nhuw thé nao
Dong goi trong bao bi kin, tranh 4m va anh sang, bao quan & nhiét do khong qué 30°C

11) Nhitng ddu hiéu va tri¢u chimg khi dung thubc qua li¢u
Noi chung, cac triéu chimg ctia qué liéu bao gdm cac tac dung khéng mong mudn nhu: budn ngu, rdi loan tiéu
héa, budn ndn va nén, nhip tim nhanh, run, kich dong va chéng mit.

12) Cén phai lam gi khi dung thudc qua liéu khuyén céo
Khéng c6 truong hop qué lidu nao dugc béo cdo.

Khéng c6 cac tac dung ngoai y bat ngo voi lidu hang ngay Ién dén 240 mg (hai lleu 120 mg cho cach nhau 3 gio).
N6i chung, céc triéu ching qua lidu bao gdm cac phan tng phu nhu budn ngu, réi loan dudng tidu héa nhu budn
ndn va ndn, nhip tim nhanh, run, kich dong va chéng mit.

Trong truong hop dung qua liéu, nén tién hanh cac bién phap diéu trj hd trg.
Do su gan két protem cao va thé tich phan bd ctia dapoxetin hydroclorid rong khép co thé, vi vay dung thube loi

tiéu, chay than, truyen mau va loc mau duong nhu khong c6 hiéu qua. Hi¢n chua c6 thude giai doc hiéu qua cho
dapoxetin hydroclorid

13) Nhirng diéu cin than trong khi dung thude nay

v
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trung boi sy mét y thire ghi nhan duoc trong céc nghién ctru trong 1am sang biéu hién tinh trang co phé huyét quan
va phan l6n xay ra trong 3 gi&r diu khi sir dung thuc, sau khi ding liéu dau tién hozic c6 lién quan véi cc thi thuat
trén 1am sang. Cac triéu ching tién tridéu nhu budn non, chong mat, tréng nguc, nhire dau, mét moi, 1an 16n va toat
md hoi thudng xay ra trong 3 gi&r ddu sau khi udng thudc va thuong din dén choang ngét. Tinh trang choang ngét
c6 thé xay ra bat ki khi nao c6 hogdc khong c6 trigu chimg béo trudc trong thoi gian diéu tri bing dapoxetin. Thiy
thudc can giai thich cho bénh nhan biét vé tim quan trong cua viéc duy tri can bing nude va cach nhan thirc cic
dau hiéu tién trigu dé lam giam nguy co nga gdy chén thuong trim trong do mét y thirc.

Hg huyét dp tw thé dirng:

Ha huyét 4p tu thé dimg da dugc béo céo trong thir nghiém 1am sang. Can sir dung than trong dapoxetin dong thoi
v6i cac bénh nhan ding thudc gian mach (nhém dbi khang anpha adrenergic, nitrat, trc ché PDES).

S’
Tinh tragng hung phan qud mirc (dién cuong): Khong str dung dapoxetin cho nhitng bénh nhan c6 tién su rdi loan
cam xuc nhu hung phan, trdim cam hozc rdi loan ludng cuc hodc nén ngimg thube ngay néu c6 nhiing triéu chimg
nay.
Dong kinh: Ngimg st dung dapoxetin khi xuat hi¢n tridu chimg co giat va khong chi dinh dapoxetin cho nhiing
bénh nhén c6 tién sir dong kinh khong n dinh.
Tré em va thiéu nién dwéi 18 tuéi: Khong ding dapoxetin cho tré em va thiéu nién du6i 18 tudi.
Trdm cim c6 roi logn tim than: Khong st dung dong thoi dapoxetin voi cac thude chdng trim cam.
Xudt huyét: Can than trong khi ding dapoxetin khi ding ddng thoi véi cac thube ¢6 tac dong 1én chirc nang cua
tiéu cdu hodc cac thudc chéng dong mau, ciing nhu dbi véi bénh nhén c6 tién sir wa chay méau hodc réi loan dong
mau.
Suy chirc ndng than: Khong st dung dapoxetin cho nhitng bénh nhan suy chiic ning than nang. Can sir dung than
trong cho nhitng bénh nhan suy chirc ndng than vira va nhe.
Khuynh huwong tw tir:

| —

Thudc chéng trAm cam, bao gdm cac thudc SSRI, tang nguy co (so voi gia dugc) vé hinh thanh y dinh tu tir va tu tir
trong cac nghién ctru ngén han & tré em va thanh thiéu nién bj trdm cam va rbi loan tAm than khac.

O nhém ngudi 16n hon 24 tudi, khong cho thiy su gia tang nguy co tu tir khi dung thude chéng trdm cam so véi gia
dugc. Trong céc thir nghiém 14m sang véi dapoxetin dé didu tri xuét tinh sém, khong c6 déu hiéu rd rang vé cap
clru céc truong hop tu tir theo danh gia cua céc tac dung phu c6 thé lién quan dén tu tir, trong céc thang diém danh
gid phén loai céc truong hop ty tir nhu: Columbia Classification Algorhythm of Suicide Assessment (C-CASA),
Montgomery-Asberg Depression Rating Scale, hay Beck Depression Inventory-II

Bénh nhin cé ye”'u 16 nguy co tim mach

Péi tugng ¢6 bénh tim mach da duoc khuyén céo khong sir dung. Nguy co bién chung x4u tim mach tir ngit (ngat
do tim va ngit do cac nguyén nhan khéc) dugc ting 1én & nhitng bénh nhéan c¢6 bénh tim mach (vi du, dong chay tac
nghén, bénh van tim, hep dong mach canh va bénh dong mach vanh). Khong du dir ligu dé xac dinh xem c6 nguy
co gia ting kéo dai din dén ngét do hiéu tmg phan xa than kinh phé vi & nhitng bénh nhan ¢6 bénh tim mach tiém
én

Diing chung thuéc kich thich khdc:

Khong nén sir dung Dapoxetin két hgp voi cac loai thude gdy nghién khac. ‘.,\/
A
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Dap

60,00 mg
Vira du 1 vién nén bao phim

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

2) Mb ta san phim: vién nén bao phim

3) Céc ddc tinh duge luc hoe, dwgee dong hoc:

3.1.

Ddc tinh dwgc luc hoc

Ca ché tic dong

Dapoxetin 1a chét tc ché tai hip thu chon loc serotonin manh (SSRI) v6i IC50 vao mirc 1,12 nM, trong khi san
pham chuyén hoa cua dapoxetin, la desmethyl dapoxetm (IC50 <1,0 nM) va didesmethyl dapoxetin (IC50 =
2,0 nM) ¢6 hi€u lyc twong tuong hodc yeu hon so véi tién chét (Dapoxetm N-oxide (IC50 = 282 nM)).

Hoat dong xuét tinh & ngudi chu yéu qua dugc hoat hoa qua trung gian cua h¢ thong than kinh giao cam. Con
dudng din truyén tin hiéu cho viée xuat tinh c6 ngudn gdc tir trung tam tay sdng, dén trung gian ciia than néo,
ma bj anh huong dau tién boi mot s6 nhan nén trong ndo.

Co ché tac dong cua dapoxetin trong diéu tri xudt tinh som dugc cho la c6 lién quan dén su trc ché tai hip thu
serotonin tai té bao than kinh va tric ché dién thé din truyén than kinh tai thu thé tién va hau synap. Trén chudt,
dapoxetin trc ché phan xa xuét tinh som bing cach tic dong vao béan cau ndo, cu thé la vi tri cdc ving nhén
nén chuyén biét (LPGi). Vung sgi hdu hach giao cam ma phén b6 cac than kinh chi phm tai tinh, 6ng dan tinh,
tuyén tién liét, co thit nidu dao va cd ‘bang quang lam cho chiing co lai mét cach phdi hop dé dat duoc su xuét
tinh. Dapoxetin diéu phéi phan xa xuét tinh nay ¢ chudt.

Hiéu qua va an toan

Nghién ctru vé tinh hiéu qua ciia dapoxetin trong dleu tri xut tinh som da duoc thuc hién, thu nghiém lam
sang dbi chimg gia duge, mu doi, trong d6 cé tong s6 6081 dbi twong dugc chon ngiu nhién. Péi tuong la 18
tudi tré 1én va c6 tién can xudt tinh som trong phan 16n céc lan giao hop trong thoi gian 6 théng trudce khi tham
gia nghién ctru. Xuét tinh sém dugc dinh nghia theo tiéu chuin chan doan DSM-IV: thoi gian giao hop ngan
(IELT: thoi diém tir luc tham nhdp vao am dao dén thoi diém xuat tinh trong 4m dao) < 2 pht, dugc do bang
dong hd bam gio trong bdn nghién ciru), kiém soat xudt tinh yéu, ghi nhan nhing khé khan voi viéc duy tri
cudc giao hop ctia céc cap tinh trong cac dleu kién cu thé.

Déi tugng vai cac hinh thirc khac cua réi loan chic nang tinh duc, trong do co rbi loan chirc ning cuong
duong, hodc nhitng ngudi sir dung céc duge pham khac dé diéu tri xudt tinh som tt ca déu bi loai khoi nghién
cuu.

Két qua cua tat ca cac nghién ctru nglu nhién da duoc théng nhit. Hiéu qua da duoc ching minh sau 12 tudn
diéu tri. Mot nghién ctru thu nhén cac déi | tugng bénh nhan trai qua thoi gian diéu tri trong 24 tudn. Trong
nghién ctu, 1162 ddi tuong duge chon ngiu nhién, 385 nguoi dung gia dugc, 388 nguoi dung dapoxetin 30
mg khi can thiét. Gia tri trung binh va gia trj trung vi trung binh IELT (thdi gian giao hop) & cudi cugc nghién
ctru dugce trinh bay dudi day. Cac nghién ctru khac va phén tich gop cac dit lidu & tudn 12 da cho két qua phu
hop.

Bang 2: Thong ké s6 liéu cudi cudc nghién ctru

Thoi gian giao hop (IELT) trung binh Gia dugc Dapoxetin 30 mg
Trung vi 1,05 phat 1,72 phut
Khéc biét vai gia dugce [95% CI] 0,6 phut **
[0,37, 0,72]
Dién tich trung binh nhé nhét 1,7 phut 2.9 phiit
Khéc biét v6i gia duge [95% CI] 1,2 phut **
[0,59, 1,72]

Bing 3: Cac dbi tuong dat duoc khoang thoi gian giao hop dai hon sau ding thudc*

IELT (thoi gian giao hgp) (s6 phut) Gia duoe % Dapoxetin 30 mg %
>1,0 51,6 68,8
22,0 23,2 444
>3,0 14,3 26,0
>4,0 10,4 18,4
Page 1 of 8
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PR
230 \O\ 7,6 14,3
560 |+ 5.0 11,7
- 2RO /<) 3,9 9,1
kz&g{«/ 2,9 6,5

¥ Gigtri nén duoc ap dung cho nhitng dbi tvgng khong c6 gia tri nén trudc do.

D¢ 16n ctia IELT kéo dai ¢ lién quan dén IELT nén trudc d6 va co khac biét giita cac ca thé. Su lién quan 1am
sang hi¢u qua diéu tri dapoxetin dugc tiép tuc ching minh khi cac bénh nhan béo cdo cac két qua khac biét
gifta trude va sau khi dung thudc va két qua phan tich mirc dap tng diéu tri.

Pép tng diéu tri dugc dinh nghia 12 bénh nhan c6 it nhit mot trong hai — hang muc trong kiém sodt xuat tinh,
bén canh d6 véi it nhat giam 1 — hang muc xuét tinh sém. Ty 1& cao hon dang ké vé mat théng ké cua céc ddi
tuong dép ung trong mdi nhém dapoxetin so véi gia dugc vao cudi tudn nghién ciru thir 12 hogc 24. Ty 1é phan
trdam dap ung cao cia trong nhom dung dapoxetin 30 mg (11,1% - 95% CI [7,24; 14,87 ]) so v6i nhom dung
gia dugc ¢ tuan 12.

Su lién quan gifta hiéu qua diéu tri 1am sang dapoxetin duoc dai dién bai nhom diéu tri cua dbi twong Clinical
Global Impression of Change (CGIC), trong d6 bénh nhan dugc yéu ciu so sanh tinh trang xuét tinh sém cua
ho tir khi bat ddu nghién ciru, véi cac tiy chon hang muc phan ung khéc nhau, tir tét hon nhiéu dén i té hon
nhiéu. Vao cu<f)i cudc nghién ctru (Tudn 24), 28,4% (nhém 30 mg) clia cdc doi tugng bao cdo tinh trang ciia ho
la "tot" hay "tdt hon nhiéu", so v&i 14% & nhém dung gia dugc, trong khi 53,4% dbi tugng duge diéu tri bang
dapoxetin 30 mg, tuong g, bao cdo tinh trang "t&t hon mdt chut", so voi 28,8% & nhoém dung gia dugc.

~ 3.3. Ddc tinh dugc djng hoc:

3.3.1. Hap thu:
Dapoxetin dugc hép thu nhanh chéng voi lidu tdi da trong huyét twong (C,y) dat duoc xép xi 1 — 2 gio
sau khi uéng thudc. Sinh kha dung hoan toan 1a 42% ( khoang tir 15 — 76%). Sau khi ding mét liéu udng
30mg khi doi, ndng d6 dinh trong huyét twong cia dapoxetin dat dugc twong tng 1a 297 mg/ml sau 1,01
gio.
Khi an nhiéu chat béo s& lam giam nhe C,,, (khoang 10%) va ting nhe dién tich duéi dudong cong (ndng
d6 AUC khoang 12%) cia dapoxetin va lam cham mot chut it thoi gian dat t6i ndng do dinh cua
dapoxetin. Tuy nhién khi tiéu thu mot luong chit béo nhidu hon s& khong lam anh huéng dén qué trinh
hip thu thubc. Nhitng thay ddi nay khong c6 y nghia trén 14m sang. Vi vdy c6 thé udng thude khi doi hoac
khi no.

3.3.2. Phin bé:
C6 hon 99% dDapoxetin dugc gin két véi protein huyét twong clia ngudi trong cac nghién ctu in vitro.
Chat chuyén héa c6 hoat tinh 1a desmethindapoxetin gin két voi 98,5% véi protein. Dapoxetin dugc phan
b6 nhanh chong véi thé tich hiang dinh trung binh 13 162L. Sau khi tiém tinh mach cho nguoi, thoi gian
ban thai trung binh ban dau 1a 0,10 gid, thoi gian ban thai trung gian 1a 2,19 gio, thoi gian ban thai cubi
cung la 19,3 gio.

3.3.3. Chuyén héa:
Cac nghién ciru in vitro cho ring dapoxetin duoc chuyén héa boi mot hé thdng enzym & gan va thén, chu
yéu 1a CYP2D6, CYP3A4 va flavin monooxygenase (FMOT1). Dapoxetin duge chuyén héa chi yéu thanh
nhiéu loai cht chuyén héa khéc nhau, chu yéu théng qua con dudng bién ddi sinh hoc: N-oxidatio, N-
demethylation, naphthyl hydroxylation, glucoronidation va sulfation.
Dapoxetin khong chuyén héa va Dapoxetin — N — oxide 1a 2 chét chu yéu duoc luu thong trong huyét
twong. Céc chét chuyén hoa phu bao g6m desmethyldapoxetin c¢6 déap mg twong duong véi dapoxetin va
didesmethyldapoxetin, chiém khoang 50% hiéu luc ciia dapoxetin. Trong cac chét chuyén hoa, chi c6
desmethyldapoxetin c6 thé g6p phén tao nén tac dung clia dapoxetin trong in vivo. Thoi gian ban huy cua
desmethyldapoxetin tuong duong véi dapoxetin.

3.3.4. Thai tri:
Céc chit chuyén hoéa ctia dapoxetin chu yéu dugc thai trir qua nudc tiéu & dang tiép hop. phéan thudc
khong chuyén hoéa khong xéc dinh dugc trong nudc tiéu . Dapoxetin dugc thai trir nhanh chong, dua vao
bing chimg cho thiy ndng do con lai rat thap sau 24 gio (dué6i 5% so v6i nong do dinh). C6 mdt lugng
nho dapoxetin dugc tich lily sau khi dung lidu hang ngay. Thoi gian ban huy cudi cung xap xi vao khoang

19 givr sau khi udng thuée. ,
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4t chuyen hoa cia DED gop phan vao tac dung dugc ly cua dapoxetii, dac biét la khi sy tiép xuc
D nhiéu Ién. Trong mdt s6 quan thé, cac hoat cht chuyén héa c6 khi tang hon mirc binh thuong.
ing cong cia cac phan tir dapoxetin tw do va DED. DED va dapoxetin ¢6 do manh tuong duong
ac nghién ctru gia dinh ring viéc phan phéi ciia DED la déu nhau & hé than kinh trung uong nhung
Ong biét li¢u diéu nay c6 chinh xac khong.
R _/ oc
Phén tich cua cac nghién ctru dugce ly 1am sang st dung dapoxetin 60 mg liéu duy nhét cho thiy khong c6
su khac biét y nghia théng ké gitra nguoi da trang, da den, gbc Tay Ban Nha va chau A.
Mot nghién ctru 1am sang tién hanh dé so sanh dugc dong hoc cua dapoxetin trén cac déi tugng tai Nhat
Ban va ching toc da trang cho thdy ndng do trong huyét tuong cua dapoxetin cao hon 10% dén 20%
(AUC va ndng do dinh) & ngudi Nhat Ban do trong lugng co thé thip hon. Viéc cao hon nay khéng c6 y
nghia trén phuong dién 1am sang.
3.3.7. Ngudi cao tudi
Phan tich cua cac nghién ciru dugc ly lam sang str dung dapoxetin 60 mg liéu duy nhét cho thdy khong co
su khac biét dang ké trong céc thong sb duge dong hoc (Cmax, AUCinf, Tmax) gitta nam gidi cao tudi
khoe manh va nam thanh nién khoe manh. Hi€u qué va an toan chua dugc thanh lap trong dan sd nay.

3.3.8. Bénh nhén suy than

Mot nghién ctru duge ly 1am sang ding liéu dapoxetin 60 mg duy nhét da dugc tién hanh ¢ nhiing nguoi
¢6 suy than mic do nhe (CrCl 50-80 ml / phut), trung binh (CrCl 30 dén <50 ml / phut), va ndng (CrCl
<30 mL / phit) va ci céc ddi tugng c6 chiic ning than binh thuong (CrCl> 80 ml / phit). Khong c6 lién
quan rd rang cho su gia ting AUC cua dapoxetin v6i giam chirc néng thén da duoc quan sét. AUC & nguoi
suy than nang cao xap xi 2 1an & cac ddi twong c6 chirc nang than binh thudong, mic di ¢6 nhimng han ché
vé viéc thu thap s6 liéu & nhirng bénh nhan bi suy than ning. Dugc dong cta dapoxetin chua duoc nghién
ctru & bénh nhén cén chay than nhan tao.

3.3.9. Bénh nhén suy gan

O nhitng bénh nhan bj suy gan nhe, Cmax ty do ctia dapoxetin dugc giam 28% con AUC tu do thi khong
thay dbi. Cac Cmax va AUC tu do ctia phan hoat chét (toan b ca dapoxetin va desmethyl dapoxetin) duoc
giam tudn tw 30% va 5%. O nhitng bénh nhan bi suy gan mirc do vira, Cmax tu do ctia dapoxetin khong
thay ddi (giam 3%) va AUC tu do ting 66%. Cac Cmax va AUC tu do cta hoat chat vé co ban khong thay
dbi va tang gap doi, twong tmg.

O nhitng bénh nhan bi suy gan ning, Cmax ctia dapoxetin giam 42% nhung AUC tdng khoang 223%. Céc
Cmax va AUC cua hoat chét ciing thay ddi tuong tu.

3.3.10. Da hinh kiéu gen CYP2D6

Trong nghién ciru dugce ly 1am sang sir dung liéu duy nhét dapoxetin 60 mg, nhan thdy rang ngudi c6
CYP2D6 chuyén hoa kém c6 ndng do thude trong huyét twong cao hon nhém nguoi c6 CYP2D6 chuyén
hoa t6t (Cmax cao hon khoang 31% déi voi va AUCInf cao hon 36% dbi véi dapoxetin va Cmax cao hon
98% ddi v6i va AUCinf 161 % cao hon ddi véi desmethyl Dapoxetin). Cmax va AUC cua phan hoat chat
ctia dapoxetin ¢6 thé tang 1én tudn tu khoang 46% va khoang 90%. Su gia tang nay c6 thé dan dén nguy co
cao hon va mic d§ nghiém trong cua céc tac dung phu cua thuéc déu phu thudc lidu. Tinh an toan cla
dapoxetin ¢ nhém ngudi co6 CYP2D6 chuyén hoa kém cin dic biét chi y khi dung ddng thoi cac thude
khéc c6 kha nang trc ché chuyén hoa ctia dapoxetin nhu chét trc ché CYP3A4 vira va manh.

4) Quy cach dong goi: Hop 1 vi nhdom-nhom x 0 vién nén bao phim

5)  Chi dinh, lidu dung, cich dung, chéng chi dinh:
5.1 Chidinh
DURAPIL fort duoc chi dinh trong nhiing truong hop xuét tinh sém ¢ nam gioi do tudi tir 18 — 64 ¢6 cac
triéu chung sau:
- Xuét tinh dai déng va tai phat khi c6 sy kich thich vé tinh duc & muc do t6i thiéu, trudce, trong hodc sau khi
tham nhép, trude khi bénh nhan cé chu dinh.
- Cam giac lo lang hodc cam giac kho chiu cua viée Xuét tinh sém.

- Kho kiém soat hién tugng xuét tinh.
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sy khi k& don DURAPIL FORT can lugng gia dugc nhiig nguy co voi nhimng hiéu qua mang lai cho
ngudi bénh sau 4 tudn déu tién sir dung hodc sau 6 liéu DURAPIL FORT dé danh gid su can bang gitra loi ich
va nguy co dé xem xét c6 nén tiép tuc diéu tri bing DURAPIL FORT nita hay khong.

Nguwoi gia trén 65 tudi: Chua xac dinh duoc liéu an toan va hiéu qua khi sir dung dapoxetin & nhém nguoi trén
65 tudi.

Tré em va thiéu nién: Khong dung thude cho ngudi dudi 18 tudi.

Nhitng nguoi suy giam chirc ning thin, gan: Khong can diéu chinh liéu trén nhiig bénh nhan suy than ¢
muc do nhe vira, suy gan & mirc d§ nhe. Khong str dung dapoxetin cho bénh nhén suy than nang, suy gan vira
va nang.

Bénh nhén ¢6 tinh trang CYP2D6 chuyén hoa kém hozc bénh nhan dwgc diéu tri bing thude e ché
CYP2D6 manh

Can thn trong khi tang liéu dén 60 mg ¢ nhitng bénh nhan duoc biét 1a c6 kiéu gen CYP2D6 chuyén héa yéu
hodc ¢ nhitng bénh nhan dung dong thoi di€u tri bang thudc trc ché CYP2D6 manh.

Bénh nhan dugce diéu tri bing thude we ché vira phai hoic manh CYP3A4

Sir dung dong thoi cac thude e ché manh CYP3A4 1a chéng chi dinh. Lidu nén duoc gioi han 30 mg khi

ngudi bénh ding ddng thoi diéu tri bang thude e ché CYP3A4 vira phai va cin than trong

Clzong chi dinh

Quia man véi dapoxetin hodc bét cir thanh phan nao ciia thude.

Bénh ly tim mach man tinh nhu suy tim d¢ I — IV (Déanh gia muc do theo hi€p hoi Tim mach Hoa Ky NYHA),
ri loan dan truyén (block nhi thipcap II-1V, hoi chimg xoang) khong duogc diéu tri, hodc bénh nhan dat may
tao nhip, bénh nhén thiéu mau co tim rd rét, bénh van tim man tinh.

Khong dung ddng thoi dapoxetin véi chét e ché monoamid oxydase IMAO, hoic trong vong 14 ngay tir khi
ngimg diéu tri IMAO. Tuong tu IMAO khéng dugc ding trong vong 7 ngay sau khi ngimg diéu trj dapoxetin.
Khong dung dong thoi voi thioridazin trong vong 14 ngay tir khi ngimg diéu trj thioridazin. Tuong tu
thioridazin khong duoc ding trong vong 7 ngay sau khi ngimg diéu tri dapoxetin.

Chdng chi dinh dung ddng thoi dapoxetin v6i cac chit trc ché tai hip thu serotonin hay thude/ thao dugc 6 tac
dung cuong giao cam hodc trong vong 14 ngay ké tir khi ngirng diéu tri cac thude trén. Tuong tu khong dung
nhirng thudc nay trong vong 7 ngay sau khi ngimng st dung dapoxetin.

Khéng dung dong thoi dapoxetin véi cac thudc e ché manh CYP3A4 nhu kentoconazol, itraconazol,
ritonavir..

6) Cac truong hop than trong khi diung thude

Canh bdo chung:
Chi st dung dapoxetin cho nhirng bénh nhan bi xuat tinh s¢m.

Tinh an toan cta thubc chua duoc ching minh ddng thdi ciing chua c6 dit liéu vé hiéu qua cua thuodc doi voi
cac truong hop mudn xuét tinh.

Ngit: Céc triéu ching tién triéu chimg nhu budn non, hoa mit, dau dau nhe, toat md hoi 12 nhitng trié¢u ching
thuong gap dugc bdo céo trong s6 bénh nhan dung dapoxetin so v&i nhom dung gia dugc. Cac truong hop ngét
dic trung boi su mat ¥ thirc ghi nhan dugc trong céc nghién ctu trong 1dm sang biéu hién tinh trang co phé
huyét quan va phan 6n xay ra trong 3 gio dAu khi sir dung thudc, sau khi dung liéu dau tién hodc c6 lién quan
v6i céac thu thuét trén 1am sang. Cac triéu ching tién triéu nhu budn non, chéng miit, tréng nguc, nhuc déu, mét
moi, 13n 16n va toat md hoi thudng xay ra trong 3 gid du sau khi ubng thude va thuong din dén chodng ngét.
Tinh trang choang ngat c6 thé xay ra bét ki khi nao c6 hoic khong ¢ triéu chimg béo trudce trong thoi gian
diéu tri bang dapoxetin. Thiy thubc can giai thich cho bénh nhén biét vé tdm quan trong cua viéc duy tri can
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va cach nhan thirc cac ddu hiéu tién tri¢u dé lam giam nguy co nga gdy chin thuong trAm trong do

Tinh trang hung phin qud mirc (dién cuéng): Khong st dung dapoxetin cho nhitng bénh nhan c6 tién si réi
loan cam xuc nhu hung phén, trdim cam hodc rdi loan ludng cuc hodc nén ngimg thudc ngay néu c6 nhirng
triéu chung nay.

Dgng kinh: Ngimg sir dung dapoxetin khi xuét hién triéu chimg co giat va khong chi dinh dapoxetin cho
nhitng bénh nhan c6 tién sir dong kinh khong én dinh.

Tré em va thiéu nién dwdi 18 tuéi: Khong ding dapoxetin cho tré em va thiéu nién dusi 18 tudi.
Trim cim cd réi logn tam thin: Khong st dung dong thoi dapoxetin véi cac thube chéng trdm cam.

Xudt huyét: Can than trong khi dung dapoxetin khi ding dong thoi véi cac thube 6 tac dong 1én chire nang
cua tiéu cau hodc céc thude chdng dong mau, ciing nhu dbi véi bénh nhén ¢6 tién sir va chdy méu hodc réi loan
dong mau.

Suy chirc nang thdn: Khong sir dung dapoxetin cho nhitng bénh nhan suy chirc ning than nang. Can sir dung
than trong cho nhitng bénh nhan suy chirc nang thin vira va nhe.

Khuynh hwong tu ti;

Thuéc chdng trdm cam, bao gdm céc thude SSRI, tang nguy co (so voi gia dugc) vé hinh thanh ¥ dinh tu tir va
tu tir trong cac nghién ciru ngdn han & tré em va thanh thiéu nién bi trdm cam va rdi loan tam than khéc.

O nhém nguoi 16n hon 24 tudi, khong cho thdy su gia ting nguy co tu tir khi ding thudc chdng trAm cam so
voi gia dugc. Trong céc thir nghiém 1am sang voi dapoxetin dé didu tri xut tinh som, khong c6 du hiéu rd
rang vé cép ctru cac truong hop tu tir theo danh gia cua cac tac dung phu c6 thé lién quan dén tu tir, trong cac
thang diém dénh gid phan loai céc truong hop tu tir nhu: Columbia Classification Algorhythm of Suicide
Assessment (C-CASA), Montgomery-Asberg Depression Rating Scale, hay Beck Depression Inventory-II

Bénh nhin cé yéu té nguy co tim mach

Déi tugng 6 bénh tim mach da duoc khuyén cao khong sir dung. Nguy co bién chimg x4u tim mach tir ngét
(ngét do tim va ngét do cc nguyén nhin khéc) dugc ting 1én & nhitng bénh nhan c6 bénh tim mach (vi du,
dong chay tic nghén, bénh van tim, hep dong mach canh va bénh dong mach vanh). Khong du dir liéu dé xac

~ dinh xem c6 nguy co gia ting kéo dai din dén ngat do hiéu img phan xa than kinh phé vi & nhitng bénh nhan
¢6 bénh tim mach tiém 4n

Diing chung thuéc kich thich khdc:

Khong nén sir dung dapoxetin két hop voi céc loai thuc gy nghién khac.

Thube giy nghién véi cdc hoat tinh serotonin nhu ketamin, methylenedioxy methamphetamine (MDMA) va
diethylamide axit lysergic (LSD) co thé dan t6i nhitng phan (mg nghiém trong néu két hop voi dapoxetin.
Nhiing phan tmg nay bao gom loan nhip tim, tang than nhiét, va hoi chiung serotonin. St dung dapoxetin voi
loai thuéc ma tay vdi tinh chét an thin nhu cac thubc giam dau gdy nghién va céc benzodiazepin c6 thé lam
tang tinh trang budn ngii va chéng mit.

Ruwou

Bénh nhén nén dugc khuyén khong nén sir dung dapoxetin chung Vi rugu.

Két hop ruou voi dapoxetin c6 thé lam tang tac dung nhan thic than kinh lién quan dén rugu va ciing c6 thé
tang cudng tac dung phu tim mach — than kinh nhu ngt, do d6 lam tang nguy co chan thuong do tai nan; Vi
vay, bénh nhan nén dugc khuyen nén tranh ubng ruou trong khi diing Dapoxetin

Ding chung thuéc irc ché CYP3A4 trung binh:

Phai than trong va khong vuot qué lidu 30mg
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dac blet 1a trong viéc sir dung ddng thoi vai cac thude anh huorng dén chirc nang tiéu cdu (vi du, thudc chong
loan than khong dién hinh va cac phenothiazin, acid acetylsalicylic, cdc thuée chdng viém khong steroid
[NSAID] thuoc chéng tiéu cau) hozic thube chéng dong mau (vi du, warfarin), ciing nhu ¢ nhitng bénh nhéan
¢ tién sir r6i loan chay mau hodc déng mau.

Suy thin
Dapoxetin khong dugc khuyén cdo sir dung cho bénh nhan suy thin niing va cin than trong ¢ bénh nhan suy
than nhe hodc trung binh
Réi logn vé mit:
Viéc sir dung dapoxetin da dugc béo cdo 1a ¢6 lién quan véi triéu chimg & mat nhu gian déng tor va dau nhan
cau. Dapoxetin nén dugc sir dung than trong & nhitng bénh nhan c6 ap luc ndi nhan tang hodc nhiing nguoi co
nguy co bénh ting nhén ap goc dong (glaucome gdoc dong)
Khong dung nap Lactose
Nhitng bénh nhan c6 van dé di truyén hiém gip cia tinh trang khong dung nap galactose, thiéu Lapp lactase
hozc kém hép thu glucose-galactose thi khong nén ding thubc nay.
Phan irng khi ngung diéu tri djt ngét: Gay mat ngi va chong mit
¢ Phu nit c6 thai va dang cho con bii:
Khong sir dung thude nay cho phu nit mang thai va dang cho con bu
¢ Nguwoi ldi xe va vin hanh mdy méc

Vi thudc gdy chéng mit va budn ngi khong nén sir dung cho ngudi lai xe va van hanh may méc.

7) Tuwong tic cia thude voi cac thude khac va cac loai twong tac khac

Ruwgu: Str dung dong thoi dapoxetin vai rugu c6 thé 1am ting tac dung cua rugu lién quan dén kha nang nhén thiic

va cling c¢d thé lam tang cac tac dung ngoai. Nguoi bénh khong nén uoéng rugu khi stir dung dapoxetin.

Sir dung dong thoi thude c6 tac dung cuong giao cam:

Khéng ding dong thoi Dapoxetin véi cic thudc giy hung phin hodc cdc thubc giy hung phin cé tic dung

cuong giao cam nhu ketamin, methylenedloxymethamphetamme (MDMA) va lysergic acid diethylamide (LSD) co
o’ thé gdy nén cc phan mg ngoai y nghiém trong khi sir dung ddng thoi dapoxetin (nhip nhanh, tang than nhiét, hoi

chig cudng giao cam). Sir dung dong thoi dapoxetin vdi cdc thudc gay hung phan ¢6 tac dung an thdn nhu cac
thuéc gdy nghién va nhém benzodiazepin c6 thé gdy tinh trang ngi ga va hoa mit chong mat.

Vi cdc thude C YP3A4 ¢ mirc dj trung binh: Cén than trong va khong dung lidu vuot qua 30 mg khi dung dong
thoi voi cac thudc e ché CYP3A4 & muac dd trung binh nhu erythromycin, fluconazole, amprenavir,
fosamprenavir, aprepitant, verapamil va diltiazem.

Vi cdc thuée e ché CYP2D6 manh : Cin than trong khi tang liéu t6i 60 ‘mg khi dung ddng thoi voi chat wc ché
manh CYP2D6 hodc khi tang lidu t6i 60 mg & nhitng bénh nhan kho chuyén hoa CYP2D6 vi diéu nay c6 thé lam
tang thém murc d6 nghiém trong clia cac phan ing bat lgi cua thudc.

Cic thuéc cé tic dpng lén h¢ thin kinh trung wong: Nén than trong khi dung dong thoi DURAPIL FORT véi céc
thube c6 tac dung 1én hé than kinh trung uong.

Cic thuée tre ché hé enzym: C6 thé lam giam do thanh thai ctia dapoxetin.

Chit trc ché PDES5: Nén than trong khi ké don dapoxetin cho nhifng bénh nhan c6 sir dung thuéc PDES vi né ¢6
thé 1am ha huyét &p tu thé dimg.

Wafarin: Nén than trong khi dung dapoxetin cho bénh nhan c6 sir dung wafarin dai ngay.

Tuong tac véi thioridazin
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1da in |5€ tang lén, tang nguy co keo dai khoang QTc Dapoxetm khong nén dugc sir dung két hop véi

5 E\mh"gxid ig ogc trong vong 14 ngay ké tir ngay ngung diéu tri véi thioridazin. Tuong tu, thioridazin khong nén
f,\< *ginh trong vong 7 ngay sau khi ngung dapoxetin.
> A

-

S

[
4

<4E ong ciia Dapoxetin khi diing chung Tamsulosin

Don hojc da tri liéu bing dapoxetin 30 mg hogc 60 mg cho bénh nhan dang dugc diéu tri dai han véi tamsulosin
khong lam thay d6i dugc dong hoc cua tamsulosin. Dung dong thoi dapoxetin va tamsulosin khong lam tang nguy
co ha 4p thé ding va khong c6 su khac biét vé nguy co xuét hién ha ap thé dimg khi dung tamsulosin két hop voi
ca 30 hay 60 mg dapoxetin so voi tamsulosin mdt minh; Tuy nhién, dapoxetin nén dugc chi dinh mot cach than
trong ¢ nhitng bénh nhén sir dung thudc d6i khang thu thé alpha adrenergic do c6 kha ning lam tang xuat hién ha
huyét ap thé dimg.

8) Tac dung khong mon&muén

Table 1: Frequency of Adverse Reactions (MedDRA)
Co quan Rét thuong Thuwong giap it gap Hiém
gap (= 1/100 to < 1/10) (= 1/1000 to < 1/100) (= 1/10000 to <
(> 1/10) 1/1000)
R&i loan tim Lq au, kich d(f)t}g, Bon chdn, |Trdm cém, chan nan, hung cam,
than mat ngfl,'mor bat thuong, giam |Cang thang, l:zmh cém, tho o,
~ ham muon tinh duc trang thai 14 lan, Mat dinh
huéng, nhay cam, rbi loan gic
ngl, mét ngu ban dau, 4c mong,
nghleq rang, mat ham mudn tinh
duc, roi loan khoai cam
Thin kinh Chong mit, Budn ngu, rdi loan trong tap Ngét Ngit do phan xa than kinh Chong mat khi
trung uvong dau dau trung, run giat, di cam phe vi, Chong mat tu thé, bon  |gdng sirc, ngu ga
chdn, ding miéng, budn ngu,
Ngu lim, An than, Giam nhan
thurc
R6i loan ¢ mét Nhin mo Gidn d@)ng ttr, dau mat, thi luc
x40 tron
Tai va co quan U tai Choéng véng
tién dinh
Réi loan tim Ngung xoang, nhip cham xoang,
mach Nhip nhanh
Rdi loan van Do birng Ha huyét ap, tang huyét ap tam
mach thu, néng phirng
RO0i loan hé ho Nget soan mii, ngap
hap, long ngue,
tuyen uc
Roi loan h¢ tiéu |[Budnnon  |Tiéu chay, non, tdo bon, dau  [kho chju ving bung, kho chiu  [ai tign nhiéu lan
hoa bung, dau thuqng vi, r0i loan  |[ving thugong vi
tiéu héa, Day hoi, da day kho
chiu, truéng bung, kho miéng
Réi loan da va dm da Ngira, va md hoi lanh
mo dudi da
Réi loan co Réi loan cuong duong R&i loan xuét tinh, r6i loan cuc
quan sinh duc khodi & nam, di cam co quan
sinh duc nam
Cic rbi loan Mét moi, Kho chiu Suy nhuoc, cam giéc nong, bdn
chung khac chon, cam giac bat thuong, cam
giac say ruou
Huyét dong Ting huyét ap tang nhip tim, hu},/ét ap tam
truong tang, Huyét ap thé ding
tang
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yflg dong thoi cac thude dc ché manh CYP3A4 1a chéng chi dinh. Liéu nén duoc gisi han 30 mg khi
bénh dung dong thoi diéu tri bang thudc trc ché CYP3A4 vira phai va can than trong

10) Qua lidu:

Khoéng c6 truong hop qua lidu nao duge béo cio.

Khong cé céac tadc dung ngoai y béy ngo voi liéu hang ngay 1én dén 240 mg (hai licfeu 120 mg cho cach nhau 3 gio).
Noi chung, céc triéu chung qua liéu bao gom cac phan (rng phu nhu budn ngu, roi loan duong tiéu hdéa nhu budn
noén va ndn, nhip tim nhanh, run, kich dong va chong mat.

Trong trudng hop qua lidu, cin phai 4p dung cac bién phép hd trg theo yéu cau.

Do su gén két protein cao va thé tich phan bd 16n ctia dapoxetin hydroclorid, vi vay ding thudc loi tiéu, chay than,
truyén mau va loc mau khong c6 lgi. Khong c6 thudc giai doc ddc hi¢u cho dapoxetin hydroclorid

11) Piéu kién bao quan: Pong géi trong bao bi kin, tranh 4m va 4nh sang, bao quan & nhiét do khong qua 30°C
12) Han dung ciia thude: 36 thang ké tir ngay san xuét
13) Tén, dja chi cia co s6 san Xuét

CONG TY CO PHAN SPM (SPM CORPORATION)

bia chi: Lo 51, Puong s6 2, KCN Tén Tao, P. Tan Tao A, Q. Binh Tan, Tp. HCM

Dién thoai: (08) 37 507 496 Fax: (08) 38 771 010

Email: spmltd@hcm.vnn.vn

Website: www.spm.com.vn

14) Ngay xem xét sira ddi, cAp nhit lai ndi dung huéng din sir dung thude
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