Film

coated
tablets

llerfen

60mg, 120mg, 180mg
Fexofenadine hydrochloride

1PRODUCT NAME
Allefen 60m fim coaled ablts
Allefen 120mg i coatd tablets
Allerfen 180mg i coatd tblets
2 QUALITATIVE AND QUANTITATIVE COMPOSITION

3 PHARMACEUTICAL FORM
0mg flm coated abll:
Simon round bicone im coated tblet bisected rom one side

do ot breck I o
120m film coated tabiels:
180mg fim coatd tablts:
Light ink oblong
4 CLINICAL PARTICULARS
41 Therapetc ndcaons
e of sympi Jegic hiits, alerg s dhen aged 12 years o oder

42 Dose and method of adminisration
Adults and Children aged 12 years or lder
Alergic Rnnis:

vce dai,when equired.
Seasonal Alergic Rhni
120 mgor 180 mg nce dai, when required.
Urlcari:

180mg nce daly e e
The effcacy 2 years of age forseasonal 3
Specl ok s

hints and under

Aderty, renllyor hepatic I
43 Contrandications

3.4 Specialwarnings and precautionfor use

p

oups

erfen
Both Allerfen” 120 & Allerfen Immole pe abct “essenily e
45 Interaction with other medicines and other forms ofinteraction

that Teels of fexofenadine are inreased 2-3 fold there were no changes to QF nteval and
there e o hnges o the cdenceof ny s evens. The conceriaon offoenadin cprnced by ndls e e nlrcion s wel i e rng
experienced n acute and chronic dose-tolerance st

Animal st e shown ta e e n i s of el bsred afler co- . sdmestionof oo g b o e

d However,the adr i 15 mindes priorto
el oo comt 5 ko oy o i o 1 g i he gt a1 a0 e 2 hours betwen adistaton o

46 Fertilty prognancy and actation
Galegory B2

hen terfenadine was g at oal doses of up o 300mg kg doy systemic 1 and 32-fold higher,
ey o s e Sl . o T o e o ot oy o P o peintl et e e e i i s
matermaly foxic doses

Alerfent should be used

during pregnancy onlyf the potental benit justiis the potental ris o the foeus.
Alef

outneighs. There a » Haneser, administered
Exposur ofrals die and doses of 150 and 300mghg/day hroughoul pregnancy and lactaton (orresponding to
‘ cly > The rllve ks
of k
47 Efects on abilly o drive and use machines
alergic and placebo.

incrase in drowsines,
usemachines
In objective Lst,fexofenading has been shown to have no signfcant effcs on cenlral nervous system funcion. This means that patenls may drive or perform lask thal reqire
conceniration,
43 Undil dhcs
enely el e
dromsiness
0 apparent sk rends mer el n s et
s o hve b epore doring conrld il ol i sesons s s and chroic g i ot wilh ncdencs s hn 1% and s o
i fude: ot paroniia. Inrare cases,rash,urcari,poris
ey st s oo dysproea, chestighness using and systemic anaphylas have been reported.

alrgcsints and chronic dopathic urlcari he st commorly reportd adserse venls

No nolae dose efects o QTc were found
Nvrs events reprtd n pacio-<onvold srone gt i sl v s o e 1 plshoontsed e s s s 1 o
controlled il inobing patents 12 years and older, with incdences simiar to
i S years of age,

of suspected adverse reactions:
Most reports of However, diziess, d dry mouth ported. Sigle and
Clnicalsigns of oxicly weightor s inseveral animal
al doses of 2000mghg,
In the case of an overdose Symplomatc and supp isrecommended. Haemadi

et means ofremoving fexolenadine from plsma,

p the
§ PUARNACOLOGICAL PROPIRIIES
Pharmacodynamic properties

Fexofenadine hydrochiorde s the sythetic hydrochlorde sall of feofenadine the carborylic acd melabolte o efenadine (Mllesfen’) L s an oral active non-sedating H1-receplor
antagonis and i eecte for the eief of symploms associate wih seasonal allergic hints (sneeing,hinorthes, prurtus and Lcrmaton. exolenadin i the major melaboie of
. anthsamini

Clinical efcacy and safely

1 systems n v and in vivo.

invitro. honeer
o antcholnergi v
cros he bload bran baricr.
T— i Jential and 1K, ICA, INal i
capig
il erenadine
fontimes grea . intevals ”
i o a a 1010 800mg with maximum inbiion reacing a pl
atadoseof Tiomg
i i 4 12 hours

llects affer 28 daysof dosing.
In dose-ranging sludis ssonal allrgic it scores for
ok g R A P g i e T by

honeve, afaster
o for

doses o 60- 240mg.

120mg once daiy Mergc thints signicanly reducing
fincluding scores for nasalcongeston, sneezing thinorhea fchy nose,palate and or troat, and chy vatry e eyes.
The ncdence f 13
There was o dose-eaed increas in drovisiness.
The effects of in a varely o stud inteval

far i
result offxofenadine hycrochboride reatment
fold, w
i o FC ot ey S et of e vt s o s s ot i e o s e b . e and
ool s
alion of e, studis on longer

In'a phase 3, single-cener,seqental and parale-group,doutie-blnd, a 5

in the modied-1TT
1

Partclate (OFF)
in AR subjcts with symploms agaravaled inpresece of DEP

e (AU for th Toal
1l IS AL in

g
scores) from Hours 012 between Feriod 2 and P i
5 100810182 (p=0.0001),

14122 v 5625 respectiely. Th LeastSquare

i U212 for oy dorg i 3 AIC12for TS duing P 3 was
signica 2634 respecivey, The
24 (0425 7 8 P

n addion, scondary Reymp

Themean 50 AU, 12for vl symplomsres v e

Tl o s
Symplom

Tnorhes
Sneczing

Nasaltching

Nasal congeston

Walery eyes

Red or buming eyes 5156
0349 Pt
Eariching o palate or 613575 499588)
throatihin 0315 0320
v was 5 (250%; nasal congestion (24804 chy eyes
2 {275%) redorb (248%; and car, palat,or

SD: Standard Deviation SE:Sandard Eror
11 Pharmacokineic properties
Absorption

H2ngimL folloing

15 T
the adinisiration of asingle 60me dose, approsimaely 289ng/mi. ollowing asingle 120mg dose and approximately 494ngimi. follawing asingle 180mg dose.

Absorption of exofenadine s ol sgnificantl allered by oo
Distribution

Fexofenadin s 60-75
Biotransformaon

bound to lasma procins in halty subjcts,

Eimination
ol e G rl o, 8% 115 o et dst s e e e s i s i ke o e s 3 e
terminaldiminaion alf e of 11-16 hours. The mjor rute plo 10% changed through the

ngle fexofenadine 20mg and 120mg doses. A dose of 240mg twice daiy produce slight grater than proportional
increas (BB1) i steady lte area under the curve
I 7-12 year old allergic i patets cross study comparisons ndicated that fesofenadine area under the cure folloing oral admiistraton of & 60mg dose was 561 greler
Addiionaly, aduls In

aduls Administation

ofals 25 months,and of 3 e
adosage of 60 mg adoinistred o adulls,

jecs One sy p la
than mles, however, here was o indicalion of any diference in safey or effcacy. dery patnts, patens with hepatic impairmen. and paients with cardia discase exposed to

paramelers for P
peciely

and eficacy ik
Precincal saety data

Ahough peak plasma and 15% especiey in ldery patints and 544 and 19%

a lasma AUC values, No

Fexolenadine.
2 PHARMACEUTICAL PARTICULARS
21 Listof excipients

lerfen 60 mg Loctose compressed, Avicl PH 102, Acros 200, PP K30, PVP XL, Purifed Tak, Magpesium Stearate, Opadry Pink

lrfen 120 mg and 180 m - Laclose Morohydrate, Avicl PH 102, Foloxamer 185, Croscarmellose Sodium, Sodhum seary Fumarat, Aersi 200, Opacry Pink.

2.4 Special precautons for
S et o g m Cindry place

atents of containr
oo oo 4 Tt VI VD) st cach of 10 coted et nd st el
Fordpnumbe utr

Revision Date 6142025

Keep all medicaments out of reach of children

Product of:
AMOUN PHARMACEUTICAL CO.
El-Obour City, Al Qalyubia, Egypt.
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