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Criteria

CERTIFICATE OF ANALYSIS
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Manufacturing date I 2014.02.25 i

Report date

l

2014.03 10 I

I,.-+l

l

Expiration date

Appearance

Specification

White or almost white, crystaltine powder

First: B, C

+$§o - 1$2c

White crystalline
powder

Conforms

+88"

ldentification

Specific optical rotation

Dexamethasone

NUD 140302

Related substances

Total impurities < 0.50/o

lmpurity G: s 0.3%

lmpurity B: s 0.1Syo

lmpurity F, s 0.1S%

lmpurity J: < 0.15o/o

lmpurity K: :0.1S%

Any unspecified impurities .i 0.1 0%

Total: 0.13%

<0.05%

4.07%

<0 05%

0.06o/o

<0 05%

Max <0 05%

Loss on drying 032a/,
--l

I
I

i

I
Assay* 97 .0o/o * 103 0%

Methanols 3000ppm

Micronized

99,3%

173 ppm

Confornrs

Batch size 50.01 kg

1kg

I UOnCluStonL- "--,_- I

The above product conforms to Epg.1

Approved by:

.Storage conditions. Protected from light
'Caiculated on the dried basis

checked by: Wfif fr xrp. ?. li
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