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Productname:

Number of analysis/lnspection Gode:

Batchnumber:

Reference code / No.:

Analysed according to:

Tests

Appearance

ldentifcation A

ldentifcation C

ldentification E

Appearance of solution

Acidity or alkalinity

Spedfl c optical rotation

Related substances

lmpurity C

lmpurity E

Unspecifled impurities

Total impurities

Sulphates

Loss on drying

Sulphated ash

Residual solvents

Assay Phenylephrine hydrochloride

TSE/BSE-statement:

Gertificate of Analysis

Phenylephrini hydrochloridum

1 / KEUR-1 168808

14H13-802-302215

3283 I PEH-140714C

PH.EUR 8.2

Requirement

(Almost) white, crystalline powder or white cry€tals

43-47
Conform

Conform

clear and colourless

Conform

43-47
Conform

<=0,1

<=0,1

<=0,10 each

<=0,2

<=500

<=1,0

<=0,.1

cPMP/rCH/283/95

98,5 - 101,0

No mntamination Wth TSE/BSE-risk materials

Result

Conform

Conform

Conform

Confom

Conform

Conform

-46

Confom

<0,1

<0,05

<0,10

<0,2

Confom

0,1

0,0

Conform

100,4

Conform

Unit Standard remark

Specifi c optical rotation

lR-spec{rum

Chlodde

2olomN

Zo/omNi dned

HPLC

105'C

Dried

Data producer

%

o/b

%

Yo

ppm

%
o/n

01t12t15 
/

Expiration: 07-2017 \-/
Conclusion: APPROVED

Analysis performed by the authorized laboratory Eurofins.

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

This document has been produced electronically from our quality system and is valif, without,qjsf!yl9;.
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