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Rx Thuéc ké don
Dapoxetine
Vién nén bao phim
MO TA

Dumax 30 mg

MB5i vién nén bao phim chita Dapoxetine hydrochloride trong dwong véi 30mg Dapoxetine
Dumax 60 mg

Moi vién nén bao phim chita Dapoxetine hydrochloride tirong dwong véi 60mg Dapoxetine
Ta duoc

Ta dugc vién: Lactose; Microcrystalline cellulose (101); Croscarmellose sodium

Colloidal anhydrous silica; Magnesium stearate; Quinoline Yellow LK; Erythrosine HS LK;
T4 dwoc bao: Hypromellose 5 cps; Titanium dioxide; Purified Talc; Propylene Glycol;: Quinoline
Yellow LK; Erythrosine HS LK

Dang bao ché

Vién nén bao phim

Vién nén bao phim mau vang sang c6 hinh tam giac, hai mat 16i.

CHI PINH
Dumax dugc chi dinh trong diéu tri xuat tinh sém (PE) & nam gi6i truong thanhn, tir 18 dén 64 tudi.
Dumax duoc chi dinh trong céc trerdong hop sau:
- Xuat tinh khi & trong 4m dao chwa dwoc 2 phit (IELT); va
- Xuét tinh thuong xuyén hoic dot xuat khi gip kich thich tinh duc trude kia, hién tai, hodc
ngay sau khi xAm nhap vao 4m dao va sém hon mong muén ctia bénh nhan; va
- C6 dau hié cna xuat tinh kho hodc xuét tinh kho 1a hau qua cua PE; va
- Khoé khin trong kiém soat xuat tinh; va
- Co6 tién sir xuat tinh som trong phan 16n cac 1an giao hop trong vong 6 thang trrée.
Dumax chi nén dung trudce khi sinh hoat tinh duc.
Dumax khéng nén diing dé tri hoan xuat tinh véi cac trieong hop khong phai PE.

LIEU DUNG VA CACHDUNG

Liéu ding

Nam giéi tredng thanh (tir 18 dén 64 tudi)

Liéu khéi dau khuyén céo cho tat ca cac bénh nhan 1a 30mg, udng néu can trdc khi sinh hoat tinh duc
1-3 gi¢. Khong nén bat dau diéu tri véi liéu 60mg.

Khong dung Dumax lién tuc hang ngay. Chi uéng Dumax khi sinh hoat tinh duc. Khéng nén dung
Dumax nhiéu hon 1 1an cho mbi 24 gio.

Néu dap umg cua ca thé voi 30mg 1a khong du va bénh nhan khong co tién sir gap cac phan ung bat loi
tir nhe dén tram trong hodc c6 céc biéu hién béo trudc vé tinh trang ngat thi cé thé tang liéu 1én gip
doi 1a 60mg néu can, uong frde khi sinh hoat tinh duc 1-3 gi¢. Ty 1€ va mirc 46 nghiém trong cta cac
tac dung bat loi 1a cao hon véi liéu 60mg.

Néu bénh nhan da timg bi ha huyét ap thé dimg khi ding liéu khéi dau thi khéng nén tang liéu 1én
60mg.

Béc si can xem xét, danh gia can trong gitra nguy co va loi ich ciia bénh nhén sau 4 tuan diéu tri véi
Dumax dé quyeét dinh tiép tuc diéu tri véi Dumax. Vi viéc danh gia nay can dwoc thire hién hang thang
khi diéu tri v6i thude.

Ngudi cao tudi (tir 65 tudi tré 1én)

An toan va hiéu ctia cia Dumax chuwa duoc xac dinh véi cac bénh nhéan tit 65 tudi tré 1én.

Tré em

Khoéng diing Dumax cho d6i twong nay.

Bénh nhin suy thin

Can than trong khi ding cho cac bénh nhan suy than nhe hodc trung binh. Dumax khong dwoc khuyén
cdo cho cac bénh nhan suy than ning.

Bénh nhin suy gan

Chong chi dinh ding Dumax & cac bénh nhan suy gan trung binh va ning (Child—Pugh Class B and
Q).
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Thudc s& chuyén hoéa kém khi ding dong thoi véi cac thude ttc ché manh CYP2D6. Can than trong khi
tang liéu 1én dén 60mg & nhitg bénh nhan da dwoc biét 1a cé gen chuyén héa kém qua CYP2D6 hoic
& cac bénh nhan dang diéu tri véi cac thude trc ché CYP2D6. Chéng chi dinh ding Dumax déng thoi
véi cac thude trc ché vira hodc manh CYP3A4. Nén gidi han lidu & 30mg va thén trong véi cac trudong
hop dimg dong thoi véi cac thude e ché vira phai 1én CYP3A4

Cach dung

Dung dwong uong

Nuot ca vién thudc dé tranh vi ddng. Khuyén cdo nén udng thude véi 1 ly nuéc day. Dumax c6 thé
dugc ding cung hodc khong cung thitc dn. Thiee hién cac bién phap phong ngtra trirde khi xr Iy hodc
str dung thudc; tneée khi diéu tri.

CHONG CHI PINH
Quia man cam véi dugce chat hodc bat ky ta dige nao ciia Dumax.
Trong cac trirdng hop bénh Iy sau:

- Suy tim (NYHA II-IV)

- Bat thuong dan truyén nhw chan AV hoic héi chirng nit xoang.

- DAu hiéu bénh tim thiéu méu cuc bo.

- Bénh van tim

- Tién st bi ngﬁt

- Tién st hung hoac trAm cam nang.
Chong chi dinh diing dong thdi véi cac thude tic ché monoamine oxidase (MAOIs), hoic trong vong
14 ngay ké tir ngay ngung diéu tri véi MAOL Tuong tw vay khong nén ding 1 thudc thudc nhém
MAOI trong vong 7 ngay ké tir ngay ngung diéu tri véi Dumax.
Chong chi dinh diing déng thoi véi cac Thioridazine, hodc trong vong 14 ngay ké tir ngay ngung diéu
tri véi thioridazine. Twong tir vay, khong nén dung thioridazine trong vong 7 ngay ké tir ngdy ngumg
diéu tri véi Dumax.
Khong ding dong thoi véi cac thude trc ché tai hap thu serotonin [ ttc ché chon loc serotonin (SSRI),
thubc tic ché tai hap thu serotonin-norepinephrine (SNRIs), thudc chéng tram cam ba vong (TCAs)]
hodc céc san pham thao dwoc/ thudc khic cé tic dung serotonin [vi du, L-tryptophan, triptans,
tramadol, linezolid, lithium, St. John Wort (Hypericum perforatum)] hodc trong vong 14 ngay ké tir
ngay ngung diéu tri voi cac san pham thudc/ thao dwoc. Twong tr nhu vay. cac san pham thuoc/ thao
dwoc khong nén ding trong vong 7 ngay ké tir ngay ngung diéu tri véi Dumax.
Khong dung dong thdi véi cac thude e ché manh CYP3A4 nhwr ketoconazol, itraconazol, ritonavir,
isaquinavir, telithromycin, nefazadone, nelfinavir, atazanavir,vv.

THAN TRONG VA CANH BAO PAC BIET

Cac khuyén nghi chung

Dumax dwgc chi dinh cho nam gidi bi xuét tinh sém c6 cac tiéu chi duoc ké ra frong muc CHI PINH.
Khong nén dung Dumax cho nam giéi khéng dugce chan doan 1a bi xuat tinh sém. Chua xéc dinh dwoc
an toan va chira c6 dit liéu vé tac dung tri hoan xuat tinh & nam giéi khong bi xuat tinh som (PE).

Céc hinh thiec khac cia réi loan chirc nang tinh duc

Trude khi didu tri, cic doi trong ¢6 cac hinh thirc 16i loan chirc nang tinh duc khac, trong do6 co 16i
loan chirc nang cuong duwong, can dugc bac si kiém tra mot cach can trong. Khong ding Dumax ¢
nhimg ngudi bi 161 loan chitc nang cwong dwong (ED). nguwoi dang st dung thudc trc ché PDES.

Ha huyét ap thé ding

Trudc khi bat dau diéu tri, bac si can thwe hién kiém tra y té trong do co tién sir bénh vé huyeét ap thé
dimg. Thuc hién bai kiém tra vé tw thé trudce khi diéu tri (huyet 4p va nhip tim, nam ngira va dimg).
Trong tredng hop co tién str hodc bi nghi ngo vé phan tng thé dimg, tranh diéu tri véi Dumax.

D4 ghi nhan dugc c6 tredng hop ha huyét ap thé ding trong cac thit nghiém lam sang. Bac si ké don
can fir van cho bénh nhan néu trrde d6 bénh nhan ¢6 céc triéu chimg bao trede, vi du nhw lang lang
ngay sau khi du’ng, ngay lap tlrc nén nam xubng @ dau thap hon so véi phan con lai ciia co thé hoic
ngdi xubng va chii dau xudng 2 gbi cho den khi triéu ching qua di. Béc si ciing nén thong bao vo6i bénh
nhan khong ding 1én qua nhanh sau khi ngoi hoic nam lau.

Twtir/ c6 y dinh tw tir.

Thudc chong tram cam, bao gdm ca céc SSRI lam tang nguy co c6 ¥ dinh ty tir va tw tir trén bénh
nhan so voi gia dwoc trong cac nghién ciru ngin han & tré em va thanh thiéu nién bi trim cam va céc
r6i loan tAm than khac. Cac nghién ciru ngan han khong cho thay sir gia ting nguy co tir tit & ngueoi 16m
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trén 24 tudi dung thudc chéng tram cam. Trong cac thir nghiém 1am sang véi Dumax dé diéu tri xuat
tinh sém, khong c6 dau hiéu 16 rang vé hanh vi tir tir & cac danh gia vé tac dung khong mong muén
lién quan dén tu tir & nhém Columbia.

Danh gia vé tir van (C-CASA), Montgomery-Asberg Depression Rating Scale, hoic Beck Depression
Inventory-IL

Bt tinh

Bénh nhén can duogc canh bao dé tranh xay ra tinh trang nay, bao gom ca 14i xe va van hanh may moc
nguy hiém, bat tinh hodc céc triéu chimg bao trudc ciia nd nhw chéng mit hodc dau lang lang dang xay
1a.

Céc triéu chitng bao tredc c6 thé xay ra nhu buon nén, chéng mit/ dau 6c quay cudng, toat mo hoéi. ..
dugce bao cédo thirong hon & nhitng bénh nhan diéu tri v6i Dumax so véi gia duoc.

Trong cac thir nghiém 1am sang, céc trudng hop bat tinh dic trung nhw mat ¥ thirc, nhip tim cham
hodc ngimg xoang quan sat duwoc ¢ nhitng bénh nhan theo doi Holter, dugce coi 1a nguyén nhan chinh
va phan 16n xay ra trong 3 gio dau tién sau khi dung thubc, sau liéu dau tién, hodc lién quan dén cac
thit tuc ciia nghién cttu trong cac co s& kham (nhw lay méu va dién tap thé dimg, do huyét 4p). C6 the
co triéu chimg bao trrde, chang han nhw buén nén, chéng mat, chong vang, hoéi hép, suy nhuoc, réi
loan va toat mo hoi thudng xay ra trong vong 3 gio dau tién sau khi ding thuoc, va thuong xay ra
trude khi bat tinh. Bénh nhan can phai biét dwroc rang ho c6 thé gap phai tinh trang nay bat ¢t ic nao
co hodc khong co6 triéu chimg 4o truede khi diéu tri véi Dumax. Khi ké don bac si nén tu van cho bénh
nhan vé tam quan trong cta viéc duy tri d6 4m va lam thé nao dé nhin ra cic dau hiéu va triéu chirng
bao triréc @ giam kha ning chan throng nghiém trong lién quan dén nga do bat tinh. Néu theo kinh
nghiém bénh nhan gap cac triéu chitng bao trude, bénh nhan ngay lap titc nén nam xubng dé dau minh
thap hon so voi phan than con lai cia co the hodc ngbi xudng va cui dau gitra hai goi cho dén khi cac
triéu chimg qua di, va bénh nhan can dugc canh bao dé tranh tinh trang chan thwong c6 thé gay 1a, bao
gbm ca khi 14i xe hodc van hanh may moc nguy hiém, khi bat tinh hodc cac hiéu tng vé than kinh
trung wong xay ra.

Bénh nhan c6 cac yéu té nguy co’ vé tim mach

Céc déi firong co bénh tim mach co ban da dwgc loai trir tir giai doan 3 cua thit nghiém lam sang.
Nguy co bién chimg x4u trén tim mach nhuw ngat (ngat tim va ngat do cdc nguyén nhan khac) duogc
tdng lén & cac bénh nhén bénh tim mach (vi du, téc nghén dong chay, bénh van tim, hep déng mach
canh va bénh vé dong mach vanh). Khoéng du dir liéu dé xac dinh xem nguy co gia ting nay kéo dai
gy ngat (bat tinh) & nhing bénh nhan tiém 4n c6 bénh tim mach.

Dung cung voi cac thuédc hwéng than

Bénh nhan can duoc khuyén khéng ding Dumax cling véi cac thuée hwéng than nhw ketamin,
methyenedioxymethamphetamin (MDMA) va Diethylamide, acid lysergic (LSD) vi c¢6 thé dan téi
nhitng phan (g nghiém trong. Nhitmg phan (rng nay bao gdm, sy khong giéi han, loan nhip, ting than
nhiét, hoi chimg serotonin. St dung Dumax cling véi cac thudc huéng than coé tinh chat an than gay
nghién va cac benzodiazepin c6 thé 1am tang thém budn ngii va chéng mit.

Ethanol

Bénh nhan nén dwoc khuyén khéng diing Dumax két hop véi rou.

Két hop ruou véi dapoxetin co6 thé lam tang tac dung 1én than kinh ciia nrou va ciing c6 thé lam ting
tac dung khong mong mudn nhw bat tinh, do d6 1am tang nguy co chan thiwong do tai nan; vi viy bénh
nan nén duge khuyén tranh uéng nrou trong khi ¢ang dimg Dumax.

Thubc gy gian mach

Nén than trong khi ting Dumax cting v6i cac thudc gay gian mach (nhw @i khang thu thé adrenergic
va nitrat) c¢6 thé do lam giam kha ning chiu 4p (huyét 4p) thé dimg.

U'c ché vira phai CYP3A4

Can than trong khi ding ciing véi cac thude rc ché CYP3A4 mitc vira phai, cin han ché lidu & 30mg.
Uc ché CYP2D6

Can than trong khi tang lidu 1én 60mg d6i véi nhitng bénh nhan dang ding thubc ttc ché manh
CYP2D6 hoic néu tang liéu 1én 60mg & nhitng bénh nhan dugc biét 1a c6 chuyén héa kém qua
CYP2D6 do s& lam ting mirc ¢ phoi nhiém va c6 thé dan dén ting mirc d6 cla cic tac dung khong
mong muén phu thudce lidu.

Hung cam

Khoéng nén dimg Dumax & nhitng bénh nhan cé tién stt hung cam/ himg cam nhe hodc rdi loan ludng
cuc va can ngung dung thudc ngay khi bénh nhén cé triéu chitng ciia nhimg réi loan nay.

Co giat
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Do tiém nang anh hwéng ciia SSRIs lam giam ngudng co giat, Ngung ding Dumax & bat ky bénh nhan
nao dang phat trién con co gidt va tranh ding & nhimg bénh nhan dong kinh khéng 6n dinh. Bénh nhan
bi dong kinh can duoc theo ddi cin trong.

Tré em

Khong diing Dumax & nguoi dwdi 18 tudi.

Trim cam va/ hoac tim than

Nam giéi c6 dau hiéu va triéu chitng ctia bénh trim cam tiém 4n can dugc danh gia trudce khi diéu i
v6i Dumax dé loai trir cac 16i loan tam than chua dwgce phat hién. Khong diing Dumax dong thoi véi
cac thudc chéng tram cam, bao gom cac thudc SSRI va SNRI.

Khéng nén ngimg diéu tri tram cam dé bat dau diéu tri PE bang Dumax. Dumax khong duwgc chi dinh
khi bénh nhan cé cac i loan tam than va khong st dung Dumax cho ngurdi méc cac bénh nhu: tAm
than phén liét, hodc nguoi bi trAm cam do chua loai trir dwoc viée 1am tram trong thém cac triéu ching
ctia trAm cam. Day c6 thé 1 két qua cia cac rdi loan tam than tiém an hodc 1a hé qua cta thudc. Béc si
nén khuyén cdo bénh nhan bao céo cac biéu hién cia ¥ nghi dau buén hay biéu hién tram trong thém
ctia bénh trim cam trong thoi gian diéu tri. Nén ngirng ding Dumax trong trieong hop nay.

Xuat huyét

Pi co bdo cdo vé hién twong chay mau bat thudng véi cac SSRI. Can than trong vd&i cac bénh nhan st
dung Dumax, dic biét 1a khi ding dong thoi v6i cac thude duoc biét 1a c6 anh hwong dén chirc ning
tiéu cau (vi du, thuéc choéng loan than khong dién hinh va cac phenothiazin, acid acetylsalicylic, cac
thubc chong viém Non-steroid [NSAID], thuc chéng két tap tiéu cau) hoac thudc chong dong mau (vi
du, warfarin), cling nhit & nhitng bénh nhan co tién sit rdi loan chay mau hodc roi loan dong mau.

Suy thin

Khuyén cdo khong dung Dumax cho bénh nhan suy than ning va can than trong khi dung thudc véi
cac bénh nhan suy thén vira va nhe.

Hbi chitng cai thudc

Ngimg st dung dot ngot cac SSRI dé dleu tri tram cam man tinh da ghi lai cac biéu hién sau: tm trang
bon chon, dé cau git, lo 4u, chéng mat, 10i loan cam giac (vi du, di cam nhu cam giac bi dién giat), lo
lang, hoang mang, dau dau, tho o, 16i loan cam xtic, mat ngd va hung cam nhe.

Trong mot thir nghiém lam sang mu d6i trén cac doi trong bi xuat tinh sém (PE) duoc thiét ké dé danh
gia ho1 chimg cai thudc trong vong 62 ngay diung thuéc méi ngay hodc dimg liéu 60mg khi can cho
thay cac triéu ching cai thudc nhe v6i cac biéu hién mat ngi va chong mit & cac doi twong chuyén
sang dung gia dugec.

R6i loan mat

St dung Dumax c6 lién quan dén tac dung giin dong tir va dau mat. Nén than trong khi st dung
Dumax cho cac bénh nhan ting nhan 4p hodc nhirng ngwdi c6 nguy co mic bénh glaucoma goc dong.
Khong dung nap lactose

Nhitng bénh nhan c6 van dé vé di truyén hiém gip khong dung nap galactose, thiéu hut men Lapp
lactase hoic kém hap thu glucose-galactose thi khéng nén ding thudc nay.

TUONG TAC THUOC VA CAC DANG TUONG TAC KHAC

Vi cac thudc e ché monoamine oxidase:

khong nén ding Dumax phdi hop véi cac thudc thudc nhém nay hodc trong vong 14 ngay ké tir ngay
ngung diéu tri v6i MAOI. Tuong fr vy, mét MAOI khong nén ding trong vong 7 ké tir ngdy ngimg
dung Dumax.

Tuong tac tiém an khi két hop véi thioridazine

khong nén dimg Dumax phdi hgp véi cac thude thudc nhém nay hodc trong vong 14 ngay ké tir ngay
ngung diéu tri véi thioridazine. Twong tir vay, khong nén ding thioridazinetrong vong 7 ké tir ngay
nging dung Dumax.

San pham thio dwgc/ thudc cé tic dung serotonin

Khong ding dong thoi véi cac thude trc ché tai hap thu serotonin [ ttc ché chon loc serotonin (SSRI),
thude 1rc ché tai hap thu serotonin-norepinephrine (SNRIs), thudc chéng tram cam ba vong (TCAs)]
hoédc cac san ph?u:n thao dwoc/ thube khac co tac dung serotonin [vi du, L-tryptophan, triptans,
tramadol, linezolid, lithium, St. John Wort (Hypericum perforatum)] hoic trong vong 14 ngay ké tir
ngay ngung diéu tri voi cac san pham thudc/ thao dwoc. Tuong tir nhir vay, cic san pham thudc/ thao
duge khong nén ding trong vong 7 ngay ké tir ngdy ngung diéu tri véi Dumax.

Cic thudc c6 tic dung CNS
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St dung dong thoi Dumax véi cac thude tac dung 1én than kinh trung wong (vi du, antiepileptic, thude
chéng tram cam, thudc chéng loan than, anxiolytics, thudc an than giy ngit) chwra dirge danh gia & cac
bénh nhan xuat tinh som. Do d6 can than trong khi ding dong thoi Dumax véi cc thude nay.

Cac twong tac dwoc 1y

Téc dung cua viéc phf‘}i hop cac thude 1én duoc dong hoc ctia dapoxetin.

Trong cac nghién ru in vitro trén gan ngudi, than va rudt thi dapoxetine duge chuyén héa chi yéu béi
CYP2D6, CYP3A4 va flavin monooxygenase 1 (FMO1). Vi vay cac thudc trc ché cic enzym nay c6
thé lam giam d6 thanh thai dapoxetin: chéng chi dinh ding Dumax dong thoi véi cac chat trc ché
manh CYP3A4 nhu ketoconazol, itraconazol, ritonavir, saquinavir, telithromycin, nefazodone,
nelfinavir va atazanavir.

Cac thudc \rc ché vira phai CYP3A4: dung dapoxetine véi liéu t6i da 1a 30mg.

Céc thube c6 tiém nang trc ché CYP2D6: 1am Cmax va AUC ciia dapoxetin (liéu don 60mg) ting 50%
va 88%.

Céac chat \tc ché PDES5: khong nén dimg Dumax & cac bénh nhan dang ding thudc trc ché PDES5 do c6
thé 1am giam kha ning chiu dwoc huyét ap thé dirng. Hiéu qua va an toan cia Dumax trén bénh nhan
c6 ca xuat tinh sém va 16i loan chitc ning cwong dwong phai diéu tri bang PDES 1a chwa dugc xéac
dmh.

Than trong khi ding Dumax cho nhirng bénh nhan dang st dung thudc doi khang thu thé alpha
adrenergic do c6 thé lam giam kha nang chiu dwgc huyét ap thé ding.

KHA NANG SINH SAN, PHU NU MANG THAI VA CHO CON BU

Dumax khong ding cho phu ni

Nghién ciru trén dong vat khong cho thay tac hai truc tiép hodc gian tiép lién quan dén kha ning sinh
san, mang thai hodc phoi/ phat trién ctia thai nhi.

ANH HUONG DPEN KHA NANG LAI XE VA VAN HANH MAY MOC

Dumax c¢6 anh huong nho hodc vira lén kha nang lai xe va van hanh may moc. Chéng mat, r6i loan tap
chung, ngat, mo mat va budn ngi da dwoc ghi nhén trong cac thit nghiém lam sang. Vi vay, bénh nhan
can dugc canh bao dé tranh tinh trang chan thwong c6 thé xdy ra, bao gom ca 1ai xe hodc van hanh
may moc nguy hiém.

TAC DUNG KHONG MONG MUON

Bat tinh va ha huyét ap thé dimg da ghi nhan duoc trong cac thir nghiém lam sang.

Cac tac dung khong mong muén cia thubc sau ddy da dwogc béo cdo trong giai doan 3 cua thir nghiém
1am sang thudng gap nhat va cé lién quan dén liéu: budn nén (11% va 22% khi ding 30mg va 60mg
dapoxetin), chéng mit (5.8% va 10,9%), dau dau (5.6% va 8,8%), tiéu chay (3.5% va 6,9%), mat ngu
(2.1% va 3.9%), mét moi (2% va 4,1%). Cac tac dung khong mong muon thwong gap nhat dan dén
ngung dung thudc 1a budn noén (2,2% dbi trong ding Dumax) va chéng mit (1,2% dbi twong duogc
diéu tri).

QUA LIEU VA CACH XU TRI

Chua ghi nhan dwroc trudng hop qua liéu nao

Trong cac nghién ciru lam sang thi khong thay c6 bién cb bét loi nao khi dung liéu hang ngay 1én den
240mg (2 liéu 120mg cho 3 gio dong ho). Noi chung, cac biéu hién cia qua liéu v6i SSRIs bao gom
cac phan ting bat lgi kidu serotonin nhwr buén ngt, 16i loan tiéu héa nhwr buén nén va nén, nhip tim
nhanh, run, kich dong va chong mat.

Trong truong hop qua lidu, ap dung cac bién phap ho tro tiéu chuan. Do thubc gan manh véi protein
va mirc phan bé lon nén gy loi tiéu bat bude, loc méu, loc méu hap phu va truyén d6i mau co kha
ning mang lai lgi ich. Khéng co thudc giai doc dac hiéu.

PAC TINHDUQCLY

Nhém dugce 1y: nhom tiét niéu khac,

ATC code: G04BX 14

Co ché tac dung

Dapoxetine thudc nhém chon ploc serotonin (SSRI) véi IC50 1.12 nM, con chat chuyén héa chinh
cua ndé 1a desmethyl dapoxetin (IC50 <1.0 nM) va didesmethyl dapoxetine (IC50 = 2.0 nM)
(dapoxetine-N-oxide (IC50 282 nM)).



https://trungtamthuoc.com/

Su xuat tinh chii yéu qua trung glan cua hé théng than kinh giao cam. Con duong xuat tinh c6 nguon
gbc tir trung tAm phan xa tiy song, qua trung gian ciia than ndo, anh hwéng dau tién béi mot so hat
nhan trong ndo (preoptic trung gian va cac hat nhan paraventricular).

Co ché tac dong ctia dapoxetine trong xuat tinh sém dwge cho la ¢6 lién quan dén s e ché tai hap thu
té bao than kinh serotonin va tac dong cia than kinh tai thu té truede va sau synap.

DUQC LUC HOC

Hap thu

Dapoxetine hap thu nhanh dat dirgc nong do t6i da trong huyét trong (Cmax) khoang 1-2 gio sau khi
uéng thudc. Sinh kha dung tuyét ddi alf 42% (khoang dao déng 15-76 %) anh hwdng phu thude liéu
(AUC va Cmax) dugc quan sat giita cac liéu 30 va 60 mg. Sau khi dung da liéu, gia tri AUC cho cé
dapoxetine va chat chuyén héa desmethyldapoxetine (DEP) tang 1én khoang 50% khi so sanh véi liéu
don. Khi uong ctng véi bita an c6 lrgng chat béo it sé lam giam Cmax (10%) va ting AUC (khoang
12%) cua dapoxetin va lam cham nhe thoi gian dat dwoc nf")ng do dinh.

Nhirng thay d6i nay khéng anh huong dang ké vé 1am sang. Dumax cé thé udng ciing hoic khong
cung bira an.

Phan bé

Trong nghién ctru in vitro véi huyét thanh nguoi thi trén 99% dapoxetin gin véi protein. Cac chat
chuyén hoéa ctia dapoxetin 1a desmethyl dapoxetine (DAD) gan 98.5% véi protein. Nong d6 phan bd
6n dinh cia dapoxetine 1a 162 L.

Chuyén hoa

Trong céc nghién ctru in vitro dapoxetin dwrgc chuyén hoa boi hé théng enzym trong gan va than,
chuyén hoéa ban dau qua CYP2D6, CYP3A4, va flavin monooxygenase (FMO1). Sau khi udng
dapoxetin danh dau, dapoxetin dirgc chuyén hoa chit yéu qua con duwrong chuyén hoa sinh hoc sau day:
N-oxy héa, N-demethyl hoa, naphthyl hydroxylation, glucuronid héa va sulfon héa. Sau khi udéng
thubc c6 tham gia chuyén hoa gan-ruot.

Dapoxetin va dapoxetine N-oxide la hai dang ton tai trong huyét tiong. Trong céc nghién ctu in
vitro vé sy gan va van chuyen cho thay dapoxetine—N—oxide 1a khong hoat dong. Cac chat chuyén hoa
khéc nhu desmethyldapoxetine va didesmethyldapoxetine 1a it hon 3% so v&i tong liéu luu hanh trong
huyét twong.

Thai trir

Céac chat chuyén héa ciia dapoxetin dwoc thai trir chii yéu qua nudce tiéu dudi dang phdi hop. Dang
hoat chat khong chuyén hoa ciing dwrgc tim thay trong nudc tiéu. Sau khi uéng, bat dau hap thu vao
méu sau khoang 1.5 gid, nong d6 trong huyét tirong giam 5% so véi nong do dinh sau 24 gio va thoi
gian ban thai 1a khodng 19 gi¢d. Thoi gian ban thai ciia DEP cling 14 khoang 19 gio.

HAN DUNG ,
2 nim ké tir ngdy san xuat

BAO QUAN
Béo quan tranh anh sdng & noi kho rdo, nhiét do dwdi 30°C

DPONG GOI

Dumax 60mg:

Hoép 1 vix 4 vién hodc hop 3 vix 4 vién
Dumax 30mg;:

Hop 2 vi x 4 vién hodc hop 5 vi x 4 vién
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