™

et Erfeas R[fs

uILGEH

TR ™ so el BrRwEs: efefs ey @It BIwes IR
SBe@Rs EEA f&f [ So Mall AFBeaFsa gy |
wREE™ ¢ fat pra AewR GyeEs: afsl pra diewm
SR IR Avaere enfeas & At ¢ et wfe
IO Qe |

wieE™ 8 fiall pra 4iewm BiReEn: afefs pra diewm
SR e Aeaen cnfeam [ @ 8 fat wf%
TG TN |

TRE™ 8 fiar ¢S Traees: afe ot Syeens
IR AvaFre ETfeas [ a8 et wfeawieta
STAGE] |

HREF™ 8 et e ey afsfs syweires e
ARG EfeR [f% 20 8 et IFoaFIeta TreeD |
Frfirrefes

HREF™: A EREENT Pt oGz [eea
aBIfRs [ FrEEEEaRe iR Rerbas afsrs
@ | @ifsefe abres [ede g =@ FEessEa
@GR (@B, @R, @ b3,) T A6 @@ «@r
Rt oz [y @@ FeEGREE @@ @
faofe =z Pruszaza HO@ERRET SeAma @«
REIBER AN IFF Qe @[ ST AT @
A-Frfeeafem sy wfes (@@ wereEa 3o,
RS (PN ALIOA) 3R @S @ean FFIfReR
AR FC, T T SR 7% @ Gl (Wl (7 |

Fofemts
TREE™ fgfie cwm Frifre-
o ISR ST 2SR GFe e e HIRFA
o AR TTS AR AL @ elfstany
o QeI RTEB @@ Gorel e G apenfers
33O wae cffae apenfers @izaizis @iy

Tt 8 GRS

@IS 1R AN S
ST FIETRB | Y AL

T et TR |5 foan e » 1 o fan v

(o v ey | € P T 3 T o it e 3

@

e =

i
(& - ¢ ) | 8 el T > T

e G GEEE AENE0] @ AF@ @NAT &
ofsfim e 5 B @32 gRm wfFs YPEER ACHHT
eforand T FIATF 2 961 oeat > B @ Sy[ees
G 41 Tfbe |

CRT FIF Vo8 A GG @19 | SREH™ ARG Sieat
AR TP T AN T 24T vt = s
GTRT |

afsfrfats
TBIFEs F@ @7 @ @ TAMIET A Sfeweawie
N &=y @S efefmte |

ARYIT! @ ToFol3

AFBGFTS (BB GIENIBTITR O Gl AL
T[IRE T4 AW A1 | FEE-ARAGT WBASER T
0.7, FEeerE, sfwbl, @fe, gfewns, sifgme,
Fopiftel, wreEfe 5ol ¢ wvad (STeRer) @ T
s|feeifre 27 |

7irf eifsfers

SgrFe: SR, g, AfRerTens wfe, Ry, IRt
7, 3, gra [eet afsfan, B« wrretEa e |

gFrefTe: FYRE q@N, HvSl, (MR @, gEerel,
OIS SIBA, TOMM, Sl TR, SHvEgel, JU EFSl,
e, RAleeR, SPZenaly, M (7PN TmeI, TEedl,
g, sreifis sefs, qose e |

frgar:  «dfeefew, wWAmAeREs,  wwed SN,
SIS areensite e sfenaby, e
(ISR, P, freicEs e, o=, 3¢ 1uws
1, AR TS SRR, SreRe a7ere!, =i
T |

TSRZN 8 BAMIFFICA LA

TETS! ARAR (@ Aie e Jfafas A[rw-fer= w41
| qFe eren [REfbe e (SREE AfvaFs
[IRE FA @ACS A | ABIIPT Aroqed e =
RIS AR (FGE ABEFPE (TG AIQLTS] SIReTwe
FACO A |

fire 72 FFrRTRR vt TR9s
W@l 8 ERAEE WY |

exued aAfefeme

GFCHT MeYs AW €YY (@N-RSTFR, (@eFEe,
(T, SRS, «a@ FGebe, EmerR@iie,
A, (SO, |9 MIGt™ P450 «wenas
AT W L@ WG GRS ST (712 |

<77 @ SyAs Ay e Sy R A A GreR R
G STFACANT T AT 7 A |

St

gt Cwa T@ifierR [ o2y @ $ore went e |
e W5, v @0l wfecreiels wfGasitsa Farsre
fora s EPnd 4R are oI5 A, SHvRSl, T,
TR A, I AN SR @R ARG ARG 1S
AAfsefire =7 |

TQRCER (F@, AW T AR TS AIZPTR,
@-AfRoneeg (A wweifre omid wopTRd, fEene
Al @A TS O et w41 Bfow |

MUSRRE )
30z BxK<PV’'c flkoJ©Jr CkPr xArde Tr) BgPT Kmrf
gJTaj, JPuJ S Uhstf) BgPT hNPr rJUM;C

e € R TMTER A2 Y |

AR

TR ™ o Tl Bracen: efsi At Ttz wxso 5 e
(BT BIRCEE S-S GBI #I71es |

wREF™ ¢ flall prE AeTR HrReEs: afsl gy e
wxso 6 §Ta ASTF BIRCED S-S fZPER #11 |
wRF™ 8 fal pra WewE GrEes: afelt A wwe
wxso 5 pra WieaR BT S-S fE5R AT |
weEE™ 8 fat efefs Srees: afefs iy wwwe wxso
oS BIRTEs Sfe-Sie fERBR A7 |

wREE™ 8 fal e Qe @fefs e TR sxoo B
ST |

™™ =BascoJTt

o)
RADJ|ANT

PHARMACEUTICALS

AFOFET
R-08 ¢ [-8v, [ Mg«
B3R, AAIF-5ad0, A

Xyflo®

Montelukast Sodium BP

Composition:

Xyflo™ 10 mg tablet: Each film coated tablet contains
Montelukast Sodium BP equivalent to Montelukast 10 mg.

Xyflo™ 5 mg chewable tablet: Each chewable tablet
contains Montelukast Sodium BP equivalent to
Montelukast 5 mg.

Xyflo™ 4 mg chewable tablet: Each chewable tablet
contains Montelukast Sodium BP equivalent to
Montelukast 4 mg.

Xyflo™ 4 mg ODT tablet: Each orodispersible tablet
contains Montelukast Sodium BP equivalent to
Montelukast 4 mg.

Xyflo™ 4 mg Oral granules: Each sachet contains
Montelukast Sodium BP equivalent to Montelukast 4 mg.

Pharmacology:

Xyflo™ is a selective and orally active leukotriene
receptor antagonist that inhibits the cysteinyl leukotriene
receptor (CysLT,). The cysteinyl leukotrienes (LTC,,
LTD,, LTE,) are products of arachidonic acid metabolism
and are released from various cells, including mast cells
and eosinophils. Cysteinyl leukotrienes and leukotriene
receptor occupation have been correlated with the
pathophysiology of asthma & allergic rhinitis, including
airway edema, smooth muscle contraction, and altered
cellular activity associated with the inflammatory
process, which contribute to the signs and symptoms of
asthma.

Indication:
Xyflo™ is indicated for:
¢ Prophylaxis and chronic treatment of asthma

¢ Acute prevention of Exercise-Induced
Bronchoconstriction (EIB)

¢ Relief of symptoms of Allergic Rhinitis (AR):
Seasonal & Perennial Allergic Rhinitis

Dose & administration:

Asthma & Exercise-Induced

Patients Allergic Rhinitis |Bronchoconstriction

Adults & adolescents

(15 years & older) 10 mg/day 10 mg/day
Pediatric patients

(610 14 years ) 5 mg/day 5 mg/day
Pediatric pafients 4 mg/day | Not recommended

(6 months to 5 years)

Patients with both asthma and allergic rhinitis should
take only one dose daily in the evening. For prevention
of EIB, a single dose should be taken at least 2 hours
before exercise.

Route of administration: Oral. Xyflo™ (Montelukast) may
be taken with or without food or as directed by the
physician.

Contra-indication:
Montelukast is contraindicated in patients who are
hypersensitive to any component of this product.

Warning & precaution:

Montelukast is not indicated for use in the reversal of
bronchospasm in acute asthma attacks, including status
asthmaticus. Neuropsychiatric events including agitation,
hostility, anxiousness, depression, disorientation,
disturbance in attention, dream abnormalities,
hallucinations, insomnia, irritability, memory impairment,
restlessness, somnambulism, suicidal thinking and
behavior (including suicide) and tremor.

Side effects:

Common: Diarrhoea, fever, gastrointestinal discomfort,
headache, nausea, vomiting, skin reactions, upper
respiratory tract infection.

Uncommon: Akathisia, anxiety, arthralgia, asthenia,
abnormal behavior, depression, dizziness, drowsiness, dry
mouth, haemorrhage, irritability, malaise, muscle
complaints, oedema, seizure, abnormal sensation, sleep
disorders.

Rare:  Angioedema, concentration impaired,
disorientation,  eosinophilic  granulomatosis  with
polyangiitis, erythema nodosum, hallucination, hepatic
disorders, memory loss, palpitations, pulmonary
eosinophilia, suicidal tendencies, tremor.

Use in pregnancy & lactation:

There are no adequate and well controlled studies in
pregnant women. Montelukast should be used during
pregnancy only if clearly needed. Montelukast is
excreted in breast milk. So caution should be exercised
when Montelukast is given to a nursing mother.

Use in children & adolescents:
See dose & administration.

Drug interactions:

With medicine: No dose adjustment is needed when
montelukast is co-administered with theophylline,
prednisone, prednisolone, terfenadine, digoxin, warfarin,
gemfibrozil, itraconazole, thyroid hormones, sedative
hypnotics, non-steroidal anti-inflammatory agents,
benzodiazepines, decongestants, oral contraceptives,
and Cytochrome P450 (CYP) enzyme inducers.

With food and others: Bioavailability and other condition

were not significantly observed with food & other
conditions.

Overdose:

There were no adverse experiences in the majority of
overdosage reports. The most frequently occurring
adverse experiences were consistent with the safety
profile of Montelukast and included abdominal pain,
somnolence, thirst, headache, vomiting and
psychomotor hyperactivity.

In the event of overdose, it is reasonable to employ the
usual supportive measures; e.g., remove unabsorbed
material from the gastrointestinal tract, employ clinical
monitoring, and institute supportive therapy, if required.

Storage:

Do not store above 30°C, protect from light & moisture.
Keep out of reach of children.

Packing:

Xyflo™ 10 mg tablet: Each box contains 3x10's film
coated tablets in Alu-Alu blister pack.

Xyflo™ 5 mg chewable tablet: Each box contains 3x10's
chewable tablets in Alu-Alu blister pack.

Xyflo™ 4 mg chewable tablet: Each box contains 3x10's
chewable tablets in Alu-Alu blister pack.

Xyflo™ 4 mg ODT tablet: Each box contains 3x10's
orodispersible tablets in Alu-Alu blister pack.

Xyflo™ 4 mg Oral granules: Each box contains 1x30's
sachets.
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Manufactured by
Radiant Pharmaceuticals Limited
B-34 & B-46, BSCIC Industrial Estate

Tongi, Gazipur-1710, Bangladesh 12000307

w=150 X H=280 mm




