Improving Quality

CERTIFICATE OF ANALYSIS

GELITA AG - Uferstr. 7 - 63412 Eberbach - Germany
Manufactured in Germany DE-BW 03004 EG
Your Contact: Philipp Sommer, phone: +49 (0)6271/84-2114, fax +49 (0)6271/84-4114 email: philipp.sommer@gelita.com

Order No.: 268249 Production Date: 17.07.2023
Lot: 644663 Best before: 17.07.2028
GELITA® Bovine Bone Gelatine

160 Bloom Type B, 6 mesh

Pharmaceutical Grade

Parameter Test Method Specification Test Result
Gel Strength (Bloom) Ph. Eur. f USP-NF 145 - 175 153

Viscosity 6,67%,60°C 30-40 3.3

Loss on drying Ph. Eur../ USP-NF «=150 1.5

pH 6,67 %, 80 °C 50-6.0 56
Conductivity Ph. Eur, / USP-NF (1%, 30°C}) <= 1000 94

Peroxides Ph. Eur. f USP-NF <=10 cormesponding
Chromium* ICP-0ES == 10 comesponding
Iron® ICP-QES <= 30 comesponding
Zinc” ICP-0OES == 30 comesponding
Sulfur dioxide” Ph. Eur. / USP-NF <= 50 cormesponding
Identification® Ph. Eur. f USP-NF corresponding comesponding
Appearance/Solubility® Ph. Eur. corresponding comesponding
Total Aerob.Microb. Count Ph. Eur. f USP-NF <1000 correspending
Total Yeast/ Mould Count Ph. Eur. f USP-NF <100 comesponding
Escherichia coli Ph. Eur. f USP-NF 0 negative
Salmonella Ph. Eur. / USP-NF 0 negative

* Reduced frequency testing in accordance to an internal quality program,

This product exhibits a minimum shelf life of 5 years when stored in the original container under typical warehouse conditions. Store
temperature, dry and odorless. Do not break seals until ready to dispense.

This certificate was made electronically and therefore it is valid without a signature.






