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BIOVLETA, a.s.,

Phone: 00420-517318609

Komenskeho 212/12, 683 23 Ivanovice na Hané, CZECH REPUBLIC

Fax: 00420-517363319

CERTIFICATE OF ANALYSIS

Product: SULFADIMIDIN BIOVETA, pulbere orala, 20 g/plic
Batch No.: 3523A01

Expiry: 12.2025

Date of production:  3.1.2023

Results of analysis:

Tests Release limits Shelf-life limits Results
Appearance White to yellowish microcrystalline powder. complies
Mass uniformity - 20g complies
Must comply. complies
o ) TAMC (CFU/g): 10° <10 CFU/g
Microbiological quality
TYMC (CFU/g): 10 <10 CFU/g
Escherichia Coli (in 1 ml): absent absent
Sulfadimidine assay 98.0-101.0% 100.8 %
Sulfadimidine identity Must comply. complies
Sulfadimidine impurities
- Sulfanilamide max 0.5 % 0.03 %
; nﬁ;\;:rlir::swduaf known max 0.1 % ND
i-r:;t\::ir::ividual undefined FiAK0:1 5 <0.1%
- Sum of impurities max 1.0 % 0.11%
Loss on drying max. 7 % 0.4%
pH 10.0-11.0 10.5
?;zt::::nce and colour of Must comply, complies
Related substances max. 0.5 % <0.5%

I 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. 442,V003.
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Mgr. Hana Nezvalova
HEAD of QC, QP
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