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ANALISIN.  F0089/10 LOTTON. 100210002
Analysis Batch
Manufacfuring date:  March 2010 Retest date: March 2015 Batch size 518 Kg
FRODOTTO MEI'OCLOPRAMIDE HYDROCHLORIDE PHEUR. )
Product
Physical State  Crystalline powder or crystals Molecular weight 354,28
Colour White or almost white Formula Ci4H22CIN30O2 HC1 H20
Odour Qdourless Method Neo 4101
Solubitity Very soluble in water, freety soluble in alcohol, sparingty soluble in methylene chloride
DETERMINATIONS RESULTS v LIMITS USP LIMITS EP LIMITS AMSA
IDENIIFICATION
LR Spectrum Conform Positive
TiC - Conform Positive
Chlorides Conform Positive
Primary aromatic amines Ceonform Positive
Melting point J
- |on dried 184 °C/185°C About 183°C :
DH (10% in water) 5,39 min. 4.5 oo
H max 60¢ )
Appearance of the solution Clear Clear
: Colorless colourless {<B9)

Related Substances TLC

" {Each nd nmt 05%
N N-diethylethylendiamine nd nmt 05%
Heavy Metals Statisticaily nmt 20 ppm
¢, [Water 4,74 % min 4 5%
max. 5 3%
+; |Sulphated ash 0,07 % nmt 01%
. |Assay
v |(NeQHOIN 100,09 % min 99 0%
an anhydrous substance max 101 0%
Impurities (TLC)
4-amino-5-chloro-2-methoxy 1t 0,025% nmt 0.2%
benzoic acid S
d-acetyl metoclopramide 1t 0,025% . nmt 0.2% o
Me, 4-acetamido-5-chloro-2- 1t 0,05% nmt 02%
methoxy-benzoate )
N N-diethylethylendiamine 11 0,025% nmt 02%
Unknown impurity - 1t 0,025% nmt 0 1%
Total impurities 1t 0,05% nmt 0.6%
1
1
i
i
i :
;
5 i Laura Ivaldi - (Qualified Person) Ba C. Manager)

|

i
>
!
o

S C COMO N 70858 CC MILANG M 801857 REGISTRO DELLE IMPRESE 138136 CODICE FISCALE E PARTITa 1va ONTassdMiRG




