i Fagron

Certificate of Analysis

Page

Productname: Emolivan™
Inspection No: M07134/0825/536 Customer: FAGRON a.s.
Batchnumber: 24J31-T01-117606 Sample Unit: 1x500 g
Expiration date: 31.07.2026 Batch Size: 550 x 500 g
Analysed according to: FSCE-SPEC-0466
Requirement Result Unit Standard remark
CHARACTERS
Appearance Thick, white to off-white cream, Conform
with a characteristic odour.
IDENTIFICATION
Identification A Conform Conform Alpha-tocopheryl acetate, HPLC
Identification B Conform Conform Phenoxyethanolum, HPLC
TESTS
pH 35-85 6,1
Viscosity 100000 - 300000 198200 mPa.s
Microbiology Conform Conform
TAMC <=1x1072 <10 CFU/g
TYMC <=1x10"1 <10 CFU/g
Pseudomonas aeruginosa negative/lg Conform
Staphylococcus aureus negative/lg Conform
TSE/BSE No contamination with TSE/BSE-risk materials. Conform
Residual solvents ICH Q3C Conform
Elemental impurities ICH Q3D Conform
Nitrosamines Risk evaluation Conform
ASSAY
Alpha-tocopheryl acetate >=15,00 29 mg/g HPLC
Phenoxyethanolum 5,40 - 6,60 5,93 mg/g HPLC
Performed by: QC Fagron a.s. (C2)
Responsible: Mgr. Katefina Spi¢kova, QC
Magr. Barbora Agatha Halouzkova, QA/ QP
Date: 27.08.2025
Conclusion: APPROVED
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