i Fagron FAGRON a.s.
S Inspectional laboratory no. 536
Holicka 1098/31m, 779 00 Olomouc
tel. 585222590, fax 585226521

email: ori@fagron.cz

CERTIFICATE OF ANALYSIS

Product name: PARAFINA CIEKLA

Inspection No: H05321/0620/536

Batch No: 078405 Batch size: 1998 x50 g
Expiry date: 29.06.2022

Analyzed according to: Ph. Eur. 10.0: 0239

Tests Requirements: Results:

colourless, transparent, oily liquid, free from fluorescence in

Appearance complies
o daylight 3
ractically insoluble i ter, slightly soluble in ethanol 96%, .
Solubility : L y. ks MR, =y . complies
miscible with hydrocarbons
- . . complies
Identification complies with Ph. Eur.
Acidity or alkalinity complies with Ph. Eur. complies
Relative density 0,827 - 0,890 0,865
Viscosity 110 — 230 mPa-s 176 mPa's
Polycyclic aromatic hydrocarbons complies with Ph. Eur. complies
Readily carbonisable substance complies with Ph. Eur. complies
Solid paraffins complies with Ph. Eur. complies

The product conforms to Ph. Eur. 10.0: 0239

Conclusion: | certify that the above-mentioned batch of pharmaceutical raw material has been
manufactured and tested in accordance with the requirements of Marketing Authorization (License) and
requirements of Good Manufacturing Practice.

Approved by: Ivana Urbankova, QP

Date and signature: il B B M e b N




