Ciclex® Nasal Spray

Ciclesonide INN

Description: Ciclesonide (Ciclex®) nasal spray is used to treat the symptoms of
seasonal (occurs only at certain times of the year), and perennial (occurs all year round)
allergic rhinitis. These symptoms include sneezing and stuffy, runny or itchy nose.
Ciclesonide is in a class of medications called corticosteroids. It works by preventing
and decreasing inflammation (swelling that can cause other symptoms) in the nose.

Mode of action: Ciclesonide is a pro-drug that is enzymatically hydrolyzed to
a pharmacologically  active  metabolite,  C21-deslsobutyryl-clclesonlda
(des-Ciclasonlde or RMi) following intranasal application. Des-Ciclesonide has
anti-inflammatory activity with affinity for the glucocorticoid receptor that Is 120
times higher than Ciclesonide & 12 times greater than Dexamethasone.
Ciclesonide works by preventing the release of histamine, elcosanolds,
leukotrlenes, and cytoklnes from respected cells (e.g. mast cells, eosinophils,
neutrophils, macrophages, and lymphocytes) thereby blocking the allergic
reactions those are Involved In allergic inflammation.

Pharmacoklinetice: Absarplion: The intranasal administration of Ciclesonide at
recommended doses results in negligible serum concentrations of Ciclesonide.
Distribution: The percentage of Ciclesonide and des-Ciclesonide bound to human
plasma proteins average < 99% each, with < 1% of unbound drug detected in the
systemic circulation. Des-Ciclesonide is not significantly bound to human
transcortin. Metabolism: Ciclesonide is hydrolyzed to a biologically active
metabolite, des-Ciclesonide, by esterases. Des-Ciclesonide undergoes further
metabolism in the liver to additional metabolites mainly by the cytochrome P450
(CYP) 3A4 isozyme and to a lesser extent by CYP 2D6. Elimination: Following
intravenous administration of 800 meg of Ciclesonide, the clearance values of
Ciclesonide and des-Ciclesonide were high.

Composition: Ciclex® Nasal Spray: Each metered spray delivers Ciclesonide 50 mcg.

Indications: Treatment of Seasonal Allergic Rhinitis: Ciclesonide Nasal Spray is
indicated for the treabnent of nasal symptoms associated with seasonal allergic
rhinitis In adults and children 6 years of age and older. Treatment of Perennial
Allergic Rhinitis: Ciclesonide Nasal Spray Is Indicated for the treatment of nasal
symptoms associated with perennial allergic rhinitis in adults and adolescents 12
years of age and older.

Doaage & administration: Administer Ciclesonide Nasal Spray by the intranasal
route only. Prior to initial use, Ciclesonide Nasal Spray must be gently shaken and
then the pump must be primed. Seasonal Allergic Rhinitis: Adults and Children (6
Years of Age and Older): The recommended dose of CiclesonideNasal Spray is 2
sprays per nostril once daily (200 meg). The maximum total daily dosage should not
exceed 2 sprays In each nostril (200 mcg/day). Perennial Allergic Rhinitis: Adults
and Adolescents (12 Years of Age and Older): The recommended dose of
Ciclesonide Nasal Spray is 2 sprays per nostril once daily (200 mcg). The maximum
total daily dosage should not exceed 2 sprays In each nostril (200 mcg/day).

Contralndicatlons: Ciclesonide is contraindicated in patients with a known
hypersensitivity to Ciclesonide or any of the ingredients of Nasal Spray.

Side effects: Headache,buming or irritation in the nose,painful white patches in
nose or throat,flumlike symptoms,vision problems, increased acne ,extreme
tiredness,muscle weakness & irregular menstruation etc.

Use in pregnancy & lactation: There are no adequate and well-controlled studies
in pregnant women.

Precautions: In following condilions,like other nasal corticosteroids Ciclesonide
should not be used. Epistaxis, nasal septal perforation, wound healing (e.g. nasal
septal ulcers, nasal surgery, or nasal trauma) glaucoma and cataracts.

Drug interactions: In vitro data indicate that CYP3M is the major enzyme Involved
In the metabolism of the active metabolite ol Ciclesonide M1 in man. The serum
levels of Ciclesonide and its metabolite M1 are low. However, coadministration with
a potent Inhibitor of the cytochrome P 450 3A4 system (e.g. Ketoconazole,
ltraconazole and Ritonavir or Nelfinavir) should be considered with caution
because them might be an increase in Ciclesonide | metabolite serum levels.
Overdosage: There are no data available on the effects of acute or chronic
overdosage with Ciclesonida Nasal Spray.

Storage: Store in a cool and dry place, protected from light.
Packaging: Ciclex® Nasal Spray: Each bottle contains 120 metered dose sprays.

5 Easy steps of using Nasal Spray

[ Shake the bottle gently ]

[ Remove the safety clip ]

[Remove the dust cover cap ]

During actuation, hold the bottle
and head straight and upright

After actuation, gently wipe
the spray tip with clean & soft
cloth or tissue paper. Finally
set the safety clip & dust cover
cap in the previous place

’ﬁ?@@ﬁwwmr

FIRACTNIRT SR GG _

fRaet: SreeEeTmize (Feere®) T oo e @k IR @A s aRaRtT  a
Tormefa ffeeTa a9ge =1 Tl e A, A% W @3 AT GES
FrErmze SHEEaEe T @ ogd | @B AIwd aviz S 9 4 awe s9E
T PG 0 AT |

TEGHRS: FRECECIRIZT Gafs (@l-giot [ TS TR o GTEiReE fEe v A

AW (CA-PIREETIRIZT @ FRRe 27 | (©-FEmimiEres reRbaee feebee afs
e PRI (5ra d20 @4 @M @A EHMATITER GTa 32 v @R | FEeEs
fERIE, FFCET, FEIHGIRAT «ae AZGFIRAA [7:57 9 T AT IS FR AT |

TR T #AE fw (FERREn): e: fFeifs @ T Sz st
T TS 49 G AR BRIz Alew a7 |

TTa; «f5 55% «q 6@ @ I A (@B A AT AE IR 3% G G I 6
ALIRTOCE AN |

faet1e: FAEEIIZE 2t GBI Hei3td AT G (O- ez Afies 27 a
RASICS SRR IFCS AZGTFN Pigeo @F vag @@ =g~ fey SReHaRsiEs aml
o 2w |

farwe: fiend oo WRT@wAM FREGINIETEd Q@R AW SREeTERze «de
(T -FRETIR T e W S @ fee | fore zom Mefaeera g2y A9

B Prereg® e o 2fss fitre o (@ ¢o TR ST Mefre
71

RO G wenfere Z713/557; PRIz FyTeel ¢ & I Al S S FAWR &y
G «@ifere azazHo «7 Biee gazs 27 |

TE GEAfEE AZNEET: FREEINEe e o Sy I5d A1 O Sikd EEd &
IR «eTfers AR v et ez =7 |

@ 8 TN FIAEFRIZT TG 2] A S JIZR SATIN | ST St T2
T 0 e fFee 20a @@ Ai3fie F9re =09 |

G @fEe TZMIGE: b T=d A O WKS TEACE T : Afe T 2 G T ¢ G
200 T WA GFIT AT FACS 20 | AT AT 200 I (731 A |
R GfETE TZAEE: 33 TLF A TR WK AR G ; @lfS A 2 A4 IE Y B
200 TRTGFAM WS TR ST FACS F(Q | W A 200 MG W1 A |

e IR (@ (Fe@ 7217 P T ) 2 FRAEEIRIZE TS ¢ @1 @ SAMTTR
ifs ATV 2 AEA I ACE Al |

“Argeifefaat: Mt 2, TF GRS, 7R T, G el A o @3k SfEfie
APAR |

TSF 8 BV FIRA: ST NAHA o7 ~¥1% Teife =Mieat T |

ASFS!: I TIEIET FIOCFBAECT S GrAR® TRZR LR F1 AN 1 | @15
At 7% o/, T AATHT 2T 4, YT G2 IO |

o) LR AN elfSfaw: @Eg FREEzRe ARGIEN Pi8eo 7 048 SIEETIGTERTE
T A 2 TSN (7 6T 9048 SAZTHANGTASTIZICE 14! AW

(-G RIS, SRFAIEE e RGHIfea SIwa el 3@ LTI FICE TG0
PRIz A PREEEINRED Ml (@8 @S I |

@iy @i o i Toire sfeat amf |
ST ST (ACF 0 TSI 8 CF B0 AT

Torget
Prerera® Tree o2 @S @retE Wit S0 FivHE ©rE |

Manufactured by
Opsonin Pharma Limited
Opsonin Pharma Rupatali, Barishal, Bangladesh.
Ideas for healthcare ® Registered Trade Mark.
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