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ANALISI N, F(}2II/IO
Analysis

LOT'IO N, I1t)7IOt)I5
Batch

Manufacturing date: June 2010 Expiry Date: June 2015 Batcli size 800 Kg

PRODO'I'IQ HYDROXYZINE HYDROCHLORIDE
Product

Physical State
Colour
Odour
Solubitity

powder
wiite
odourless
Very soluble in Water, soluble in Chloroform, slightly soluble

Moletutarrveight 447,83
Formula
ll{ethod No,

c2tH2 7CtN202 2HCt
I 1 0'i/l

in Acstone and practically insoluble in Ethyl Ether

DETERMINATIONS RESULTS LIMITS USP LIMITS EP LIMITS COSMA

IDENIIFICAIION
LR spectrum
U I tt' av i o le I A b,s or p livi t ie t
a2.?0 nm sample
a230 nm sandard
dffirence
Chlorides lest

Positive
Positive
29,23
)o 1)
1,65 %
Positive

1'osit,ve
Positive

n m t. 3,0%
Posirive

)osit tve

)ositive

Clarity of solution
Colour oI solution

olear
r m t yellow degrec 7

Slear
n rx t yellow degree'7

Melting point 199 &'C /200 3 .C rbout 200oC
,vith decomposition

about 200'C
with decompositiott

lpecific rotation -0 0040' min -0,10"
max +0 100

Loss on drying 1.14 0/, rmt 500/o n m t 5.07o

Rcsidue on ignition ) 402% rmt 05%o nmt 0. 1%

Heavv iletals nmt l0ppm rmt 20ppm nmt l0ppm

ASSAY
Hclo4 0.1N
(on dried substance)
HPLC
(on dr ied substance)

99,44%

100,47 %

min 98,0%
max 100,5%
min 98,0%
max 102,0%

min 99,0Ya
rnax 101 0%

Reltted substances (HPLC)
Lnbeltcrl Impurities
IDZI .

Deschlorohydroryuine
Other Impurities
Dimer
De,c e I h ocyh ld r o xyz i n e

Ethoxyhydroxyzine
Unknorvn Impilrity lUax
Total Impurities

Not quantifiable
0,010/o

Not quantifiable
Not quantifiable
Not detectable
il,02%
$a'7 Y"

nmt 0,3%
nmr 0_3%

!) !:: t i,57o

nmt 0,1%
nmt 0 l7o

nmt 037"

nmt 0,1%
nmt 0,1%
nrnt 0.1%
nmt0l0%

RESIDUAL SOLVENT'S
Acek)ne
lsobutyl Alcohol
Methylisobutylkctone

L, I ppnr
14.7 ppm
30.5 ppm

nmt 500ppm
nmt 1000ppm
n mt 500 ppm
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Lorro N. 110'71001s

Batch

Manufacturing date: June2010 Expiry Date: ,Iune 2015 Batch size E00 Kg

PRGDO'TTO IIYDROXYZIN'E HYDROCIIIORIDE

Prodirct

Physical State Powder
Colour white
)dour odourless
iotubility Very soluble in Water, soluble in Chlorofi:nr, slightly soluble in Acetone and

Molecularrveight 447,83
Fornula CZIH2'ICIN2O?ZHCI
Method No. t l0'7i I

iactically insotuble in Ethyl Ether

DETERMINA'IIONS RESULTS LIMITS USP LIMTIS EP LIMITS COSMA

Bulk density 0,15 g/ml mln 0,15 g/ml
0,30 glmlmax

Iap!ed dersity 127 ginl m1n 0.25 g/ml
0 55 g/nlmax

Foreign substances rmt l0ppm nrnt l0ppm

Particle sizc )3,8% rlt 50%
>asses 200 mcm

We hereby certify that the Inaterial identified above has been analysed ard found in accordance with
the specifications ofUSP ard Ph Eur

(Qualified Person)
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