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Cic dfu hiéu luu y va khuyén cdo khi ding thude:
*  Doc kj hudmg dan sir dung trude khi dung.
*  Dé xa tam tay tré em.

1. THANH PHAN CONG THU'C THUOC:
Méi vién chira:
Thank phdn hoat chdt: Dapoxetin 60 mg
(Dudi dang dapoxetin hydroclorid 67,170 mg)
Thanh phf?ﬂ td duoc: Lactose, cellulose vi tinh thé 102, natri croscarmellose, colloidal
silicon'dioxyd, magnesi stearat, hypromellose 606, macrogol 3350, bt talc, titan dioxyd,
oxyd sit den, oxyd sit vang,

2. DANG BAO CHE:
Vién nén bao phim.
Mé ta dang bao ché: Vién nén tron, bao phim mau xam, 2 mit khum, kich thuéc 9 mm.

3. CHI DINH:

Diéu trj xuét tinh sém (PE) & nam gi6i trudng thanh tir 18 dén 64 tudi.

Thude nay chi nén dugc chi dinh cho nhimg bénh nhén dép (g céc tiéu chi sau:
Thoi gian xuét tinh (IELT) duéi hai phut; va
Xuét tinh sém dai ding hodc tai phat khi cé sy kich thich tinh duc truée, trong hoéc ngay
sau khi tham nhdp, trude khi bénh nhan muén; va
Xuét tinh sém do phién mudn hodc khé khan trong doi séng cd nhan; va
- Klém soat xuat tinh kém; va
Co tién sir xuét tinh sém trong phén Ién cic 1an quan hé¢ tinh duc trong 6 thang tré lai.
Thube nay chi nén duge dung truée khi dy klen quan hé tinh duc. Khéng nén ding thube
nay & nam gidi chua duge chan doén mic xuét tinh sém (PE).

|

4. LIEU DUNG, CACH DUNG:
Liéu dung:
Nam gidi truong thanh (tic 18 den 64 tuéi)
Liéu khoi dau khuyén céo cho tat ca bénh nhan: 30 mg, uong khoang 1-3 gid trude khi quan
hé tinh duc. Khong nén bét du diéu tri bing dapoxetin véi liéu 60 mg.
Dapoxetin khéng dugc sir dung lién tuc hang ngay.
Dapoxetin chi nén duge uong khi dy kién sé c6 hoat dong tinh duc.
Dapoxetin khong dugc dung thudng xuyén nhidu hon 1 lan trong 24 gid.
Néu liéu 30 mg khéng di dép (ing va bénh nhan khong gip phai cac phan Gmg phy & mic do
trung binh hoac niing hodic cdc trigu chimg bdo trude ngat xiu, ¢o thé ting lidu 1én lidu
khuyén céo t6i da 14 60 mg, ubng khoang 1-3 gidr trude kh; quan hé tinh duc. Ty 1& va mic
d nghiém trong cua cdc tic dung phu cao hon khi dung liéu 60  mg.
Néu bénh nhan o phan img ha huyét 4p thé dimg & lidu khoi déu thi khong nén tang lidu 1én
60 mg.
Bdc sT nén danh gia can than gilta nguy co va lgi ich cua dapoxetm sau 4 tudn didu tri dau
tién (hoac it nhét sau 6 lidu diéu tri) dé x4c dinh viée tiép tuc diéu tri bang dapoxetin 6 ph}.x/
hop hay khéng.
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qua vi an toan cua dapoxetin sau 24 tudn con han ché. Cin d4nh gi4 lai nhu

\ A cali}c’ug Vige ; ep tuc duing thu&c va cén nhic giita rii ro va loi ich khi diéu tri bing

dapoxemnt it 6 thang mot lan.

: Ui (tic 65 tubi tro 1én)
Higu qua va an toan cla dapoxetin chua duge thiét 1dp & bénh nhan tir 65 tudi trer 1én.
Tré em
Khéng thich hgp dung thudc nay trong nhém ddi tugng nay.
Bénh nhédn suy thén
Cén thin trong & bénh nhén suy than nhe hoic trung binh. Dapoxetin khéng dugc khuyén
cdo str dung & bénh nhan suy thin ning.
Bénh nhan suy gan
Thudc nay chéng chi dinh & bénh nhén suy gan vira va ning (Child-Pugh loai B va C). _
Bénh nhdn duge biét cé kiéu gen chuyén héa kém qua CYP2D6 hodc bénh nhin diege diéu
tri bing thude tee ché manh CYP2D6.
Nén than trong néu ting liéu lén 60 mg & nhimg bénh nhin dugc biét 12 cé kiéu gen chuyén
hoa kém qua CYP2D6 hoic & nhimg bénh nhin dugc diéu tri dong thoi véi thude we ché
manh CYP2D6.
Bénh nhan duge diéu tri b&ng chdt trc ché trung binh hodc manh CYP3A44
Chong chi dinh sir dung déng thei céc chét rc ché manh CYP3A4. Nén thén trong va gidi
han liéu & mirc 30 mg & nhimg bénh nhin duoc didu tri déng thoi véi thude e ché trung
binh CYP3A4.
Cach dung:
Dung dudng uéng. Nén nudt ca vién dé tranh vi dang. Udng thubc véi nhiéu nuée. Thude
nay co thé din g Iic no hodc doi.
Than trong tnmc khi a'zmg thuée
Trude khi bit ddu diéu trj, xem phén 6.Cdnh bdo va than trong khi ding thuée vé ha huyét
ap thé dimg,

CHONG CHI PINH: .

Qué min véi dapoxetin hodc véi bt ky thanh phin nao cua thude.

Bénh 1y tim mach nhu: Suy tim d§ II-IV (phan logi theo NYHA), 16i loan din truyén nhi
thit hodc hoi chimg nit xoang, thiéu méu co tim cuc bd, bénh van tim man tinh, tién sit ngat
do bénh tim mach.

Tién sir hung cam hoic trdm cam ning.

Suy gan trung binh va ning.

Dimng dbng thdi véi cac thube irc ché monoamin oxydase (MAOIs), hoic trong vong 14
ngay sau khi ngimg diéu tri bing MAOL Tuong tu, khéng ding MAOI trong vong 7 ngay
sau khi ngung dapoxetin.

Dung dbng thdi v6i thioridazin, hodc trong vong 14 ngiy sau khi ngimg diéu tri véi
thioridazin. Tuwong ty, khéng nén dung thioridazin trong vong 7 ngay sau khi ngung sir dung
dapuxetm

Ding dnng thoi v Cac thudc trc ché tai thu hdi serotonin [thuoc {re ché tai thu hdi chon loc
serotonin (SSRIs), thube irc ché tai thu hdi serotomn-norepmephnn (SNRIs), thude chéng
trdm cam 3 vong (TCAs), hoiic céc thube/ thao dugc cé anh hudng dén serotonin, vi du: L-
tryptophan, triptans, tramadol, linezolid, lithium, St. John's Wort ( Hypericum perforatum))
hogc trong vong 14 ngay sau khi ngimg diéu trj véi cdc thube/ thao duge nay. Tuong ty,
khéng nén dung céc thude/ thio duge ndy trong vong 7 ngay sau khi ngung s dung
dapoxet}n

Dung dong thoi cdc thude rc ché manh CYP3A4 nhu ketoconazol, itraconazol, ritonavir,
saquinavir, telithromycin, nefazadon, nelfinavir, atazanavir, ...
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| CANH'B 13\0 VA THAN TRONG KHI DUNG THUOC:
-\ \thn; mn c}un,g dapoxetin cho ngu'm chua dugc chin doan xudt tinh sém. An toan chua
et *'a khéng c6 di lidu vé tic dung tri hodn xudt tinh & nam giéi ma khong phai

Tnmrc didu 'm cac dm twong voi cac dang roi loan chire nang tinh duc khéc, bao gdm ca
roi loan cuong duong, cin duoc cac bac si xem xét cin than. Khéng nén dung dapoxetin &
ngudi bi rdi loan cuong duong (ED) dang sir dung chit Gic ché PDES.

Ha huyét ap thé ding

Trudmg hop co tién sir hodc nghi ngo ha huyet ap the dimg, nén tranh diéu tri véi dapoxenn
Néu bi chdng mét ngay sau khi dimg, nén nam xuong ngay lap tire dé dau thap hon phin con
lai ciia co thé hodic ngdi cudi dau gitra hai déu gbi cho dén khi triéu ching qua di. Can dén
bénh nhéan khong nén thay dbi tu thé dot ngdt sau khi nam hodc ngdi lau.

Ngit

Bénh nhan nén dugc cénh bédo dé tranh cac tinh hubng c6 thé gdy thuong tich, bao gbm lai
xe hodc vén hanh may mée nguy hiém nhu' ngét hodc déu hiéu tién triéu chimg cta né nhu
budn nén, chong mat hoge dau 6c quay cudng, tim dap nhanh, suy nhugc, 14 14n, dé md hoéi
c6 thé xay ra.

Bénh nhén cé yéu té nguy co bénh tim mach

Nguy co xdy ra cdc tdc dung ngoai y trén tim mach tir ngat (n At tim va ngét do céc nguyén
nhan khéc) tang ¢ nhitng bénh nhén ¢6 bénh tim mach tiém 4n (vi du: bénh 1y gay can tré
dong chay tuin hoan bénh van tim, hep dong mach canh va bénh djng mach vanh). Hién
khéng du dir lidu dé xéc dinh li¢u tinh trang ting nguy co gip nhitng téc dung ngoai ¥ nay
¢d xay ra & bénh nhén méc bénh tim mach tiém an hay khéong.

Diing dong thoi véi chat kich Iiuck

Khéng nén dung dapoxetin vdi chét kich thich.

Céc thudc serotonergic nhu ketamm methyl enedioxymethamphetamin (MDMA) va lyserglc
acid diethylamid (LSD) ¢6 thé din den cac phan img nghiém trong néu két hop véi
dapoxetin. Nhitng phan (mg nay bao gom roi loan nhip tim, ting than nhiét va hoi chirng
serotonin. Dung dapoxetin voi cac thuée kich thlch ¢6 ddc tinh an than nhu thude nga va
benzodiazepin c6 thé 1am ting thém tinh trang budn ngi va chong mat.

Rugu

Khdng nén dung dapoxetin vo1 rugu.

Dung rugu voi dapoxetin cé thé 1am tang tac dung lién quan nhén thirc than kinh cua rugu
va ciing cé thé ting cudng cac tac dung Phu gay hai cho than kinh nhu ngét, do d6 lam ting
nguy co chén thuong do tai nan; tranh udng ruou khi ding dapoxetin.

Thuéc cé gidn mach

Thén trong khi dung dapnxetm & bénh nhéan ding céc thude gidn mach (nhu thubc déi khang
thu thé alpha adrenergic va nitrat giin mach) do c6 thé giy ha huyét p thé dimg.

Thudc irc ché CYP3A4 trung binh

Théan trong & bénh nhan ding thude e ché trung binh CYP3A4, liéu tdi da 1a 30 mg.

Céc chat tre ché CYP2D6

Thén trong khi ting liéu dapoxetin t¢i 60 mg & bénh nhén dang dung thudc e ché CYP2D6
hodc & bénh nhan dugc biét 14 c6 kidu gen chuyen hoa kém qua CYP2D6, vi ¢6 thé lam ting
mirc d6 phoi nhiém dapoxetin, ¢é thé din dén ty 1&, mirc do cao hon cia cdc tac dung phu
phu thudc lidu,

Réi loan cdam xiic

Khéng nén ding dapoxetin & bénh nhin co tién sir r6i loan cém xuc nhu htmg cam/ hung
tram cam hodc rén loan Iudng cyc va nén nglmg thudc ngay néu xuét hién bét ky céc trigu M,
chimg ctia cac r6i loan nay.
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\ \ Doée hunc’QSRls 1am giam ngudng gdy co giat, nén ngimg dapoxetin khi bénh nhén b co

N *ggﬁl" Vit ra‘g;l‘r/ ung dapoxetin & nhimg bénh nhén dong kinh khong 6n dinh. Bénh nhén bi

'*.Ecm‘ﬁ‘ oc kiém soét nén dugc theo ddi chit ché.

Xudt huyét

Di ¢6 bdo cdo xuit huyét bat thudmg khi dung SSRL Cén than trong khi ding dapoxetin, dic
biét khi diing ddng thoi véi céc thude anh huéng dén chirc nang tiéu cau (vi du: thudc chdng
loan thin khéng dién hinh va phenothiazin, acid acetylsalicylic, thude khang viém khong
steroid, thubc chdng két tap tiéu cdu), ciing nhu & nhimg bénh nhan c6 tién sir chay mau
hoic réi loan déng mau.

Suy than

Khéong khuyén céo diung dapoxetin & bénh nhin suy thin ning va nén than trong ¢ bénh
nhén suy than nhe hodc trung binh.

Hiéu teng khi ngung thuée

Vn:c ngtmg SSRIs sau mét thoi gian dai sir dung din dén cac triéu chimg sau: tdm trang bon
chon, d& bj kich dong, chéng mit, rdi loan cam gidc (vi du: di cam), lo au, nhim l4n, dau
dau ngu lim, roi loan cam xic, mat ngi va hung cam.

Réi logn miit ) .

Viéc sir dung dapoxetin 6 lién quan dén gidn dong tir va dau mit. Nén thén trong khi ding
dapoxetin ¢ bénh nhén bj tang nhén ap hodc nhimg ngudi cé nguy co glaucom géc dong.
Lién quan td duoc lactose

Bénh nhén mic céc rbi loan di truyén hiém gip vé dung nap galactose, chung thiéu hut
lactase Lapp hay rdi loan hép thu glucose - galactose khong nén sir dung thudc nay do thanh
phén thuée cé chira lactose.

SU'DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU:
Thudc nay khéng chi dinh ding cho phu nir.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Dapoxetin anh hm:mg it hodc trung binh dén kha ning 14i xe, véan hanh méy méc. Chong
mat, roi loan chi v, ngat., mé& mét va budn ngu cb thé xuit hién & nguoi SLl' dung
dapoxetin. Do do, bénh nhén nén tranh céc tinh hudng c6 thé gay thuong tich, bao gbm lai
xe, van hanh may méc nguy hiém.

TUONG TAC, TUONG KY CUA THUOC:

Twong tic dwge luc hoe

Céc chdt tre ché monoamin oxidase (MAOI )

Dung SSRI cung véi chét irc ché monoamin oxydase (MAOI), di c6 bao cdo vé phan (mg
ngoai ¥ nghiém trong, d6i khi gy tir vong, bao gdm tang thin nhiét, co cimg, rung giat co,
mét ty chu véi céc dau hiéu quan trong va thay d6i trang thai tim than c6 thé xay ra nhu
kich déng qué mirc tién dén mé sang va hén mé. Nhimg phan ¥mg nay ciing xay ra & bénh
nhén gin day di ngimg st dung SSRI va bat ddu sir dung MAOI M6t s6 trudng hop xay ra
céc dau hiéu twong ti nhu hoi chimg an than kinh 4c tinh. Do d6, khéng nén ding dapoxetin
két hop véi MAOI hodc trong vong 14 ngay sau khi ngimg diéu tri véi MAOL Tuong tu,
khong nén sir dung MAOI trong vong 7 ngay sau khi ngung sir dung dapoxetin.

Thioridazin

Thioridazin lam kéo dai khoang QTc, lién quan dén r6i loan nhip that nghiém trqng Cac
thuéc nhu dapoxetin c6 tdc dung (e ché isoenzym CYP2D6 dudmg nhu irc ché qua trinh
chuyen hoa cia thioridazin va két qua la nong do thioridazin tang cao du kién s& lam kéo dai
khoang QTc. Khéng nén sir dung dapoxetin két hop véi thioridazin hodc trong vong 14 ngdy
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(khl.)ngmg diéu trj voi thioridazin. Tuong tw, khéng nén dung thioridazin trong vong 7
ngay- ay)ld'n ngung st dung dapoxetin.
ao duo’c c6 tdc dong sero.'onergw
1 nhu' ¢a¢ SSRI khac, phdi hop vai cac thude/ thao duoc o téc dong serotonergic (bao
gdm MAOIs, L-tryptophan, triptans, tramadol, linezolid, SSRIs, SNRIs, lithium va St.
John's Wort (Hypericum perforatum) c6 thé din dén mét tic dung lién quan dén
serotonin. Khéng nén dung dapoxetin két hop véi cdc SSRI, MAOI khéc hodc céc thude/
thao dugce c6 tdc dong serotonergic khac hodc trong vong 14 ngay sau khi ngimg diéu tri véi
céc thude/ thao duge nay. Tuong tu, khéng nén ding céc thude/ thio duge niy trong vong 7
ngay sau khi ngung sir dung dappoxetin.
Thube tdc déng 1én hé than kinh trung wong (CNS)
Dung dapoxetin két hop véi céc thudc tac dong 1én hé than kinh trung wong (vi du: thudc
chong dong kinh, thube chong tram cam, thude chdng loan 1h£n thude giam lo au, thuoc an
thin) chua dugc dénh gid mot cach c6 h¢ thong ¢ ¢ bénh nhén xuit tinh sém. Do do, cin thin
trong néu sit dung ddng thoi dapoxetin va cc thube nhr viy.
Tu'(mg tic duge djng hoc
Téc ddng cla céc thude khéc dén dugc déng hoc clia dapoxetin
Nghién ciru in vitro microsom gan, than va rudt cia ngudi cho thiy dapoxetin duge chuyen
héa chu yéu boi CYP2DS, CYP3A4 va flavin monooxygenase 1 (FMOI1). Do d6, céc chét
ttc ché cia cdc enzym nay c thé 1am giam d¢ thanh thai dapoxetin.
Chat trc ché CYP3A44
Chat itc ché manh CYP3A4: sit dung ketoconazol (200 mg x 2 14n/ ngay trong 7 ngay) lam
tang Cmes va AUC ciia dapoxetin (liéu don 60 mg) tuong tng 35% va 99%. Crax cla phan
hoat tinh c6 thé tédng khoang 25% va AUC cta phan hoat tinh ¢é thé tang gdp d6i néu ding
chung chét \rc che manh CYP3A4.
Do d6, ding dbng thoi dapoxetm va céc chit {rc ché manh CYP3A4 nhu: ketoconazol,
itraconazol, ritonavir, saquinavir, telithromycin, nefazodnn nelfinavir va atazanavir, bi
chéng chi dinh. Nude budi chum ciing 1a mét chét trc ché CYP3A4 manh va nén tranh dimg
trong vong 24 gid trude khi ding dapoxetin.
Chat trc ché trung binh CYP3A4: Dung ddng thai v6i cc chit e ché trung binh CYP3A4
(vi du: erythromycin, clanthromycm, ﬂuconazol amprenav:r fosamprenavir, aprepitant,
verapamil, diltiazem) c6 thé 1am ting déng ké phoi nlncrn dapoxetin va desmethyldapoxetin,
dic biét & ngudi chuycn héa kém qua CYP2D6. Néu két hop dapoxetin véi bét ky thube nao
trong nhém nay, liéu téi da cia dapoxetin nén ding 12 30 mg.
Céc chat irc ché manh CYP2D6
Ciax va AUC cua dapoxetm (liéu don 60 mg) tang lan hegt 50% va 88%, khi ding cling
fluoxetin (60 mg/ ngay trong 7 ngay). Cpax clia phan hoat tinh ting khoang 50% va AUC cua
phin hoat tinh cé thc tang gip d6i néu dimg thudc (rc ché manh CYP2D6. Su gia ting
Cumax VA AUC ctia phén hoat tinh tuong ty nhu mic ting khi chuyén héa kém qua CYP2D6
va c6 thé din dén cac tac dung phu phu thude lidu véi ty 1¢ va mirc dd nghiém trong cao
hon.
Sy gia ting Cpax va AUC clia phén hoat tinh co thé ting rd rét & mot sb ngudi thiéu enzym
CYP2De6, chuyen héa kém qua CYP2D6, hoiic két hop vai cée chét tic ché manh CYP2DG6.
Chét ke che PDES
Dung déng théi dapoxetin véi céc chét c ché PDES co thé dan dén ha huyét ap thé
ding. Hiéu qué va an toan khi dung dapoxctm & bénh nhan bi xuét tinh sém va rdi loan
cwong dwong véi PDES chua dugc thiét 14p.
Tac déng ciia dapoxetin ddi véi duoc déng hoc ciia cac thube khac
Tamsulosin
Dung déng thdi mot liéu hodc nhiéu liéu dapoxetin 30 mg hodc 60 mg cho bénh nhéan dung
liéu tamsulosin hang ngay khong lam thay d6i duge dong hoc clia tamsulosin. Tuy nhlen

n.‘\
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ng dapoxetin & b¢nh nhin dung chét d6i khang thy thé alpha adrenergic
¢t ap thé ding.

y ¢i CYP2D6 ‘
Heé’lam tang néng d¢ trong huyét twong cia céc thude khéc dwoc chuyén héa

ﬂmoc chuyen hoa boi CYP3A44

Nhiéu liéu dapoxetin (60 mg/ ngay trong 6 ngdy) dd lam giam AUC cua midazolam (lidu
don 8 mg) khoang 20% (tir -60 dén +18%). G hiu hét bénh nhén, it thiy sur lién quan dén téc
dung cua midazolam trén 1am sang. Su gia tang tac dong lén CYP3A c6 thé lién quan dén
lim sing & mot sb ngudi duge didu tri déng thei véi thube chi yéu duge chuyén héa béi
CYP3A va véi khoang tri li¢u hep.

Warfarin va cdc thudc anh huong qua trinh dong mau va/ hogc chirc nang tiéu cdu

Khéng c6 dit liéu dénh gia hiéu qua cta viéc ding warfarin man tinh v&i dapoxetin; do do,
nén thén trong khi st dung dapoxetin & bénh nhén ding warfarin man tinh. Trong mét
nghién ciru duge dong hoc, dapoxetin (60 mg/ ngay trong 6 ngay) khéng anh hudng dén
dugc dong hr;lc hoac duoc luc hoe cua warfarin (PT hodc INR) sau khi udng 25 mg
dapoxetin lidu duy nhét. )

Di c6 bao cdo vé xudt huyét bt thudng véi SSRI.

TAC DUNG KHONG MONG MUON CUA THUOC:

Rt thuomg gap, 1/10 <ADR

Hé than kinh: nhitc diu, chéng miit.

Tiéu hoa: bubn nén.

Thuong gap, 1/100 < ADR <1/10

R&i loan tAm thin: lo ling, kich dong, bon chén, mat ngi, 4c mong, giam libido.

He thin kinh: ngu ga, giam chu ¥, run, di cam.

Rbi loan mat: nhin mé.

Roi loan tai va mé dao: U tai.

Réi loan rnach mau: ching do bimg.

R6i loan hé hip, 16ng nguc va trung thét: tic miii xoang, ngap.

Ri loan tiéu hda: tiéu chay, ndn mira, tio bon, dau bung, dau bung trén, khé tiéu, day hoi,
kho chiu & da day, dau bung, khé miéng.

R&i loan da va mé dudi da: tang tiét md héi.

Hé thong sinh san va tuyén vii: rdi loan cuong duong.

R&i loan toan than va tai ché: mét méi, khé chiu.

Céc xét nghiém cén 1am sang: ting huyét ap.

It gap, 1/1000 < ADR < 1/100

Réi loan tim thin: trim cam, tAm trang chan nan, tim trang hung phén thay dfll tinh nét
kich dfmg, thd o, nhim lé.n, mét dinh hudng, suy nghi bat thudng, mét ngu, rdi loan glac
ngi, mat ngu, éc mong, rlghlcn rang.

Hé than kinh: ngt, ngit vdn mach, choang véng, bon chén, rdi loan vi gidc, ngi lim, an
than, khong tinh téo.

RO loan mat: gian déng tir, dau mit, i loan thi giac.

Roi loan tai va mé dao: chong mit,

R6i loan tim: chdm nhip xoang, nhip tim nhanh,

R6i loan mach mau: ha huyét ép, ting huyét 4p tim thu, néng bimg.

R&i loan tiéu hoa: kho chiu & bung, khé chiu ving thugng vi.

Réi loan da va mé dudi da: viém ngita, mé hoi lanh.

Hé thong sinh san va tuyén vit: khéng xuit tinh duoe, réi loan cuc khodi, kich tmg & bd phén
sinh duc.
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CO PHAN
é@;l Joan: ;0@ thaﬂ va tai chd: suy nhuge, cim gidc néng, cam giac bon chdn, cam giac bét
cam
ic X‘é gbxéﬂ/éﬁn lam sang: ting nhip tim, ting huyét 4p tim truong, ting huyét p thé

QUA LIEU VA CACH XU TRi:

Céc trigu chiing qué lieu v&i SSRI bao gbm cdc phan img bt 1gi qua trung gian serotonin
nhu budn ngu, roi loan tiéu héa nhu budn nén va nén, nhijp tim nhanh, run, kich dong va
chong mat.

Trong trudng hop qua liéu, 4p dung céc bién phap hd tro cin th:et Do lién két voi protein
cao va phﬁn bo réng rii cia dapoxetin hydrochlorid, thubc loi tiéu cudm g b, tham tach, loc
méau vé truyén thay mau dudmg nhu khéng c6 hiéu qua. Khéng co thudc giai doc dic hiéu
cho dapoxetin.

THONG TIN VE DUQC LY, LAM SANG:

Dic tinh dwge luc hoc:

Nhom duge 1y: Nhém thube tiét nigu khéc.

Ma ATC: G04BX14.

Cor ché tdce dong

Dapoxetin la mét chat trc ché tai thu hoéi chon lge serotonin (SSRI).

& nam gi6i sy xuét tinh chi yéu duogce diéu tiét bdi hé than kinh giao cam. Qu4 trinh xut
tinh bt nguén tir mot trung khu phan xa Oty song, qua trung gian thin ndo noi chju anh
hudng ban dAu clia mot s nhan té bao ndo (nhén tién thi gidc va nhin cin ndo thét)

Co ché tic dong clia dapoxetm trung xuét tinh sém duge cho la ¢6 lién quan dén sy trc ché
tal thu h6: chon loc serotonin cia té bao thin kinh va ting tiém lyc sau d6 cta hoat déng dén
truyén than kinh & céc thu thé truée va sau synap.

Dijc tinh duge dgng hoc

Hdp thu

Dapoxetin dugc hap thu nhanh chéng vai nong d6 ti da trong huyét tuong (Cumax) khoémg 1-
2 gitr sau khi uong. Sinh kha dung tuyét don 12 42% (khoang 15-76%) va ty 1€ phoi nhiém
(AUC va Cma) ting theo lidu. Sau nhiéu liéu, gia tri AUC cho ca dapoxetin va chat chuyén
héa c6 hoat tinh 14 desmethyldapoxetin (DED) tang khoang 50% so v6i lidu don.

An mot bita &n nhiu chit béo 1am giam vira phai Cpax (10%) va ting nhe AUC (12%) va
lam cham mot chat thoi gian dat nc’)ng do dmh cua dapoxetin. Nhitng thay d6i nay khéng c6
y nghia lam sang. Dapoxetin cb thé duge udng cing hoiic khong cling véi bita an.

Phan b6

Nghlen ciru in vitro, hon 99% dapoxetin lién két véi protein huyét tu:omg Chit chuyén héa
¢6 hoat tinh desmethyldapoxetin (DED) lién két 98,5% voi protein huyét twong. Thé tich
phén bb clia dapoxetin & trang thai 6n dinh trung binh la 162 lit.

Chuyén hoa

Dapoxetin bi loai bé nhiéu béi hé enzym trong gan va than, chu yéu la CYP2D6, CYP3A4
v flavin monooxygenase (FMOT1). Sau khi ubng, dapoxetin dugc chuyén héa thanh nhidu
chét chuyén hoa chii yéu théng qua céc con dudng bien d6i sinh hoc sau: oxy héa N, khir N-
methyl, hydroxyl hoa naphthyl, glucuronic héa va sulfat hoa.

Dapoxetin dang nguyén ven va dapoxetin-N- oxyd 12 2 chit chinh trong huyét twong. Cac
chat chuyen héa desmethyldapoxetin (DED) va didesmethyldapoxetin chiém it hon 3% tong
s6 thudc trong huyét tuong DED la chit c6 hoat tinh nhu dapoxetin va
didesmethyldapoxetin c6 hoat tinh khoang 50% hi¢u luc cia dapoxetin.

Thai trir

Céc chét chuyen hoa ciia dapoxetin chu yéu dugce thai trir trong nude neu dudi dang 11en
hop. Phin thude khong chuyén hoa khéng duge phat hién trong nude tiéu. Sau khi ubng,
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dapoxetin ¢ thai gian ban thai ban déu khoang 1,5 gio, ndng dd dinh trong huyét tvong nho
hon 5% sau 24 gi¢ va thoi gian bén thai cudi ciing khoang 19 gid. Thoi gian ban thai cubi
cung cua DED la khoang 19 gid.

PON VI PONG GOI1 NHO NHAT, QUY CACH PONG GOI:
Hap 1 vi x 3 vién; Hap 2 vi x 3 vién.
Hop 3 vi x 10 vién; Hop 10 vi x 10 vién.

HAN Dl’JNG CUA THUC)C
36 thang ké tir ngay san xuét

PIEU KIEN BAO QUAN, TIEU CHUAN CHAT LUQNG CUA THUOC:
Piéu kién bao quan O nhiét do khong qué 30°C, noi khd rdo, tranh anh sing.
Tiéu chuin chat lugng: TCCS.

TEN, DIA CHI CUA CO SO SAN XUAT THUOC:

CONG TY CO PHAN DUQC PHAM 2/9

DT: (028) 38687347

930C4, dudmg C, khu cong nghiép Cat Lai, cum 2, phuong Thanh My Loi, TP. Thu Pirc,
TP. Hb Chi Minh.

Ngay 44’ thang 01 nam 2024




