
Productname:

Number of analysis/lnspection Code:

Batchnumber:

Reference code / No.:

Analysed according to:

Tests

ldentification A

ldentification C

ldentification E

Appearance of solution

Acidi9or alkalinity

Specific optical otation

Related substances

lmpuity C, E

Unspecifled impurities

Total impurities

Sulphates

Loss on drying

Sulphated ash

Residual solvents

Assay Phenylephrine hydrochlofi de

TSE/BSE-slalement:

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

21-06-12

Certificate of Analysis

Phenylephrini hydrochloridum

1 / KEUR-850068

12B'29-t307-271332 /-,/
21oo rgoo2112 \'/
PH.EI,JR 7.4

FAIiMADENT d.o.o.
Minarikova ul. 5

Standard remarkRequirement

(Almosl) white, crystalline powder orwhite crystals

43-47
Conform

Clear and colou ess

Conform

43 -47
Conform

<=0,10 each

<=0,2

<=500

cPt\,tP/tcH/283/9s

98,5 -'101,0

No contamination with TSE/BSE-risk matefials

Result

Conlorm

conform

Conform

conform

conform

Conform

47,O

Confom

n.d.

n.d,

n.d.

Conform

0,0

Conform

Conform

100,7

Conform

Unit

r/o

ppm

o/r

SpEcif c optical rolation

lR-spectrum

Chloide

20 nN

2%mlr';dried

HPLC

105 "C

Data prcduc6r

Dded

Data producer

Expiration:02-2017

Conclusion: APPROVED
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