PROVIS BIOLABS PVT LIMITED
No. 5-9-262/54P & 55P, First floor
Plot No. 54 part and 55 part,

Rajiv Gandhi Nagar, Prashanthi nagar, Kukatpally,

Hyderabad — 500 072, Telangana, India.

Provis

CERTIFICATE OF ANALYSIS
Recombinant Human albumin
Storage: 2 °C to 8°C
Name of Product: RECOMBINANT HUMAN Revislan No:: 00
ALBUMIN
Batch No. FBB300423 Date of Release 09-12-2023
Mfg. Date 11-2023 STP Number STP003-00
Retest Date 05-2024 Page No. lofl
S. No. Test Specification Results
Clear, slightly viscous and colorless
{ ki to yellow amber colour solution Complies
PP practically free from any visible E
contamination.
The peptide map chromatographic
) Identification: Peptide profiles of the sample solution are Comoli
Mapping similar to those of the standard RARES
solution.
3 pH 6.4t0 7.4. 6.95
Assay total Protein by ; s F
4 HPLC-GPC 19.0% to 21.0% 20.1%
Assay: Albumin content
-3 1) 1]
3 Purity by HPLC-GPC = R.0%. »99.0%
¢ Impurities : High Molecular <1.0%. 0.60 %

weight proteins

7 Host Cell Proteins

< 100 ppm/g of protein.

<100 ppm/g of

protein
8 Host Cell DNA < 10 ppm/g of protein. < 10 ppm/g of protein
5 ; < 0.5 USP Endotoxin Unit/ mL of A
9 Bacterial Endotoxin Recombiant Albimin Biman Complies
10 Sterility Test Sample should be sterile | Complies

\-/
REMARKS: The Product Complies / BeesNet-Cemply as per specification No. SPEC003-00.
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