Fax: 00420-517363319

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

Product:

+ Batch No.: 226232A
Expiry: 11/2027
Date of production: 2.12.2025

Results of analysis:

CERTIFICATE OF ANALYSIS

SERGON 1000 UlI, liofilizat si solvent pentru solutie injectabild

Tests Release limits Shelf-life limits Results
Aopearance s pelescan gresas sl |
Sterility The product shall be sterile. sterile
Identity of active substance Enlargement of ovary weight. conforms

375 - 650 IU/ml 496 IU/ml
Efficacy of active substance Efficacy of serum gonadotropin shall range between
75 % and 130 %. 99 %

Inc"llz?ft&,fli)(ez:::ahydrcxybenzoa’u—:- WGP conforms
(r:\/cl)ittr;y:farahydroxybenzoate 1,62 — 1.98 mg/ml 1.76 mg/ml
:Jdrir;Jt\;::;aorzhydroxybenzoate hiystizomply: ErmE
S;?Eg:ia b O FEnECAIE 0.18 - 0.22 mg/ml 0.21 mg/ml
pH 7.0-8.0 7.7
Vacuum Max 2.66 Pa. conforms
Residual humidity max. 5.0 % 0.4%
Diluent

Tests Release limits Shelf-life limits Results
Appearance Clear colourless solution. conforms
pH 6.5-7.8 7.38
Extractable volume min. 2 ml 2.1ml
Airtightness The vials must be airtight sealed. conforms
Sterility test The preparation must be sterile. sterile

| 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 yg_ifch

control regulations of the valid PN No. 200,V004.
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