
Productname:

Number of analysis/lnspection Code:

Batchnumber:

Reference code / No.:

Analysed according to:

Certificate of Analysis

Dinatrii phosphas dihydricus
't / KEUR-995748

13A14-805.285139

2036 / 856591A

PH.EUR7.6+

Drt rr, prprema, -39-:i-:j.,!-

Tests

Appearance

ldentification A

ldentilication B

ldentitication C

ldentmcaton D

Appearance of solution

Reducing substances

Sodium dihFrogenphosphate

Chlorides

Sulphates

Arsenic

llpn

Heavy metals

Loss on drying

Rosidual solvents

Disodium hydrogenphosphate dihydrat€

Endotoxins

TSE/BSE-statem€nt:

+
Requirement

White, cDEtalline pourder or colourless cn tals

Conform

19,5 - 21,0

Yellow

Conform

Clear and c,olourless

Conform

Conform

<= 400

<= 0,1

<=4

<= 40

<= 20

19,5 - 21,0

CPMP/ICH/283/95

98,0 - 101,0

<= 1,1

No contamination with TSE/BSE-risk materials

Result

Conform

Confom

Conform

Conform

Conform

Conform

Conform

Conform

Conform

Conform

Confom

Conform

Conlorm

20,2

Conlorm

100,3

Conform

Conform

oh

ppm

Yo

ppm

ppm

ppm

%

o/omlm

lU/mg

Unit Standard remark

loss on drying

Phosphate

Sodium

5%mA/

Oaia ploducer

Data producer

Data producer

Data poducer

Oata pDducor

Data p{oducer

Oata goducer

130'C

Data poducer

Drisd; data producer

l-AL.test

Data producor

Analyse performed by the authorized lab Synergy Health+Microbiologie.

Release:
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Pharmacist - QA Manager/ QP
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Expiration: 09-2015

Conclusion: APPROVED
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