"bioveta BIOVETA, a.s., Komenského 212/12, 683 23 lvanovice na Hané, CZECH REPUBLIC
- Phone: 00420-517318609 Fax: 00420-517363319

CERTIFICATE OF ANALYSIS

Product: OESTROPHAN, solutie injectabil3, 0,25 mg/ml
Batch No.: 325929A
Expiry: 08/2025

Date of production: 13.9.2022

Results of analysis:
Tests Release limits Shelf-life limits Results
A Clear, almost colourless solution without visible
ppearance : conforms
particles.
Injection solution capacity ; .
min. 2 ml, min. 10 ml 2.1ml
available
Sterility The preparation must be sterile. sterile
pH 55-6.5 6.0
Cloprastenol [dentity test Identical position of peaks in the sample and standard conforms
HPLC chromatograms
cl i
OpFEtenel dEtve. 155 0.2375-0.2625mg/ml | 0.225-0.275mg/ml | 0.2545 mg/ml
epimer content
Inactive 15-epimer content | max. 3 % 0.0%
5,6-trans isomer content max. 4 % 0.0%
Chlorcresol 0.9-1.1. mg/ml 1.0 mg/ml

| certify that this product has been tested in the laboratories of Bioveta a.s. and has been found to meet
specification requirements. Preparation is suitable with control regulations of the valid PN No. 301,V004.
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