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Dapoxetine Hydrochloride INN Film Coated Tablet

DESCRIPTION

DUMAX"a preparation of Dapoxetine (as hydrochloride form). It is a selective serotonin
reuptake inhibitor (SSRI). The mechanism of action of Dapoxetine in premature
ejaculation is presumed to be linked to the inhibition of neuronal reuptake of serotonin
and the subsequent potentiation of the neurotransmitter's action at pre- and post-synaptic
receptors.

INDICATIONS

DUMAX’is indicated for the treatment of premature ejaculation (PE) in men 18 to 64 years
of age, who have one or all of the following:

« Persistent or recurrent ejaculation with minimal sexual stimulation before, on, or shortly
after penetration and before the patient wishes.

« Marked personal distress or interpersonal difficulty as a consequence of PE.
« Poor control over ejaculation.

DOSAGE & ADMINISTRATION

« Starting dose is 30 mg (approximately 1 to 3 hours prior to sexual activity).
* Maximum recommended dose is of 60 mg.

+ Maximum dosing frequency is one dose every 24 hours.

CONTRAINDICATIONS
Patients with known hypersensitivity to Dapoxetine hydrochloride.

Patients with significant pathological cardiac conditions (such as heart failure (NYHA
class II-IV), conduction abnormalities (second- or third-degree AV block or sick sinus
syndrome) not treated with a permanent pacemaker, significant ischemic heart disease
or significant valvular disease.

Concomitant treatment with monoamine oxidase inhibitors (MAOIs), thioridazine, or
within 14 days of discontinuing treatment with MAOIs, thioridazine. Similarly, MAOls,
thioridazine should not be administered within 7 days after Dapoxetine has been
discontinued.

Concomitant treatment with serotonin reuptake inhibitors [selective serotonin reuptake
inhibitors (SSRIs), serotonin-norepinephrine reuptake inhibitors (SNRIs), tricyclic
antidepressants (TCAs)] or other medicinal/herbal products with serotonergic effects or
within 14 days of discontinuing treatment with these medicinal/herbal products.

SIDE EFFECTS
* Hypertension e Dizziness ¢ Headache ¢ Somnolence ¢ Tremor

USE IN PREGNANCY & LACTATION
Dapoxetine is not indicated for use by women.

PHARMACEUTICAL PRECAUTION

Do not store above 30 °C temperature. Keep away from light & wet place. Keep out of
reach of children.

PACKAGING
DUMAX’ 30 tablet: Box containing 2 or 5 strips of 4 tablets each. Each tablet contains
Dapoxetine Hydrochloride INN equivalent to Dapoxetine 30 mg.

DUMAX’ 60 tablet: Box containing 1 or 3 strips of 4 tablets each. Each tablet contains
Dapoxetine Hydrochloride INN equivalent to Dapoxetine 60 mg.

®

MRS

(©ATHDT FRGIFEIRT O3, 4. 4w, o SIS BIAEs

et

EI/A° a7 BT T (ST (FEEERT o) | o @3 Frefre et
frbe ARG (Wt e, | @b erantE ga fRhe g FE 9k
-FrnfEe ¢ (APS-FrfSe [ferbe NeEEmRtEe sriwTel Afew e Adore @y
BIGH]

o

SIIIAF T (Sb (ATF Y8 IZF IT) AW IS TS TR 8

0 TS STEEHI @A Tor Rerrs wafare Sfere |

0 G R AER @t e e e e |

0 7S AT S 8 T |

AT 8 el

0 REEE 3-0 BT A4tE vo f.al, TR |

29T e i@ wo firalr, Bres |

29T ereifafe e s a|

efSfRTemT

2 (©ATEDT RGIFEIET «F &S AT WITg QI @ENWE (e |

0 wfbe querr, wfbe 2fEhe 2 fefae wemr wfbe srrgers 215 foferws |

0 AR S s 3RR0T (aN.9.ew3) fedr el a7 e efsfwitis |
AR ST 3R e A a5 F9 38 F o7 weiflba e fms |
eAfED 3% FAF Q T o TerguEe Sfes 20 o Ao o fmfs |

1 Pt ErEnie fEsbe 2RR0T (93,9913, ), ETEBRT-Ta ke e
RRT (W eTRR), B.619, SRt Sy $9¢/REaE SAmME IR GG T
T W A AN eifSfAM*e | 3 e egy I I 38 T o (wAlET o
e |

rf elffeat

SNy T @b1eA, AT CI, Wiy < feear Regfy zee «Ae |

FSRZ 8 BRI
AT ST Ty Frf*e
ST

T @ GO (AT YO, 9o O, STN@IT N @3 fes A4 | Froraa Jieiitea J12ea a4 |

TIAR

ST ® o BTG ¢ @S ATy Fee 81 Greensa &6 W oft 7G| afSf St e
oAb wo f.al, @7 Tgelr (TAADT I GIFHZT 2479, |

T vo BTG ¢ &f e Frae 815 Brarensa o Wt o fGer 1 &fsfs SRt s
ol vo fir.all. 47 TTeen (@Al FEEEART 2.9, 9. |

SI+F SK+F
Manufactured by Lsonarad
ESKAYEF PHARMACEUTICALS LIMITED GFGT FAREHEIET FfGe
TONGI, GAZIPUR, BANGLADESH M, e )
® REGD. TRADEMARK m’ i e
PM03277 V03 o
|| ||




