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Product
Product number
Batch number
Date ofanalysis
Expiry date

Packaging and storage

Description

ldentification
Appearance ofsolution
Spccific optical rotation
Ninhydrin-positive substances

lmpurif A and othcr related

substances
pH
Chlorides
Sulphates

Ammonlum
lron
Hea\T metals
Loss on drying
Sulphatcd àsh

Assay

SPECIFICATION
white to almost white
crystalline powdcr
conform
conform
-33.0 - -30.0
conform
conform

5.5 - 7.0
< 200
< 300
< 200
<20
< l5
< 0.3

< 0.1

91i.5 - l0l,0

RESULT
complies

complies
complies
-30.0

conform
conform

6.0
< 200
< 300
< 200
<20
< 15

0.0
0.0
99.8

UNITS REMARKS

l% in lM HCI

" l% in HzO
o/o HPLC
% HPLC

l% in HzO

ppm
ppm
ppnl
ppm
ppm
% 3 hr, 105 "C

%
% dricd substance

This cartificate ofanalysis is conform the results ofthc manufacturer.

Conclusion: approved
Released by:

s- - z;4 -

Date: 16-07-2019 I

drs. Q. dc Hoog, pharmacist

Department of Quality Contlol Duchefa B.V.

The buver is responsible to t€st each batch to ensuÍe the ploduct is suitable for their spccific purpose.
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