
Productname:

Number of analysis/lnspection Code:

Batchnumber:

Reference code / No.:

Analysed according to:

Certificate of Analysis

Phenylephrini hydrochloridum
.1 / KEUR-948278

12J19-802-280864 /
\.

Tests

ldentification A

ldentilicallon C

ldentifcalion E

Appearance of solution

Acidity or alkalinity

Specifc optical rctation

Relalsd subslances

lmpurity C, E

Unspecifed impurilies

Tolal impurities

Sulphates

Loss on drying

Sulphated ash

Residual solvents

Assay Phenylephrine hydrochloride

TSE/BSE-statement:

PH.EUR 7.5

Requirement

(Almost) white, crystalline powder or white crystals

43-47
Conform

Clear and colourless

Conform

43-47
Conform

<=0,2

<=500

cPt\,,tP/lcHi 283/95

98,s - 101,0

No contamination with TSE/BSE-r:sk materials

Result

Conform

Conform

Confom

Conform

Conform

Conform

{5,6
Conform

<0,05

<0,05

<0,05

Conform

0.0

Conform

Conform

'100,6

Conform

v.

v.

ppm

unit Standard remark

Specinc optical rotation

lR-spectrum

Chlodde

2o/.mN

2o/,.r,Nt died

HPLC

105 'C

Dded

Data producer

Analyse performed by the authorized lab Synergy Health.

Release:
Drs. M.V. Garcia Alia
Pharmacist - QA Manager / QP

17 -04-13

Expiration:,O-rO,U'U/

Conclusion: APPROVED
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