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Batch n. 23L077/S 

Production date JULY 2023 

Period of best use JULY 2026 
 
 

Parameter Unit Requirement Method Result 
PHYSICAL-CHEMICAL 

Appearance - Powder IO 07-06A Powder 

Colour - White IO 07-06A White 

Odour - Characteristic IO 07-06A Characteristic 

pH (0,1% solution) - 6,0 Ȃ 8,0 IO 07-06B 6,0 

Transparency (0,1% solution,550 
nm) 

% >99 Ph.Eur. 2.2.25 Complies 

Loss on drying (105°C) % <10 IO 07-06K 5 

Ashes % <15 Ph.Eur. 2.4.16 Complies 

Bulk density g/cm3 0,3 -0,5 Ph.Eur. 2.9.34 0,4 

Glucuronic acid assay % >46 
S.H. 

Ph.Eur.Monograph 
95 

Sodium Hyaluronate assay % >95 
S.H. 

Ph.Eur.Monograph 
46 

Lead (Pb) ppm <3 IO 07-06AG Complies 

Cadmium (Cd) ppm <1 IO 07-06AG Complies 

Mercury (Hg) ppm <0,1 IO 07-06AG Complies 

Water activity - <0,5 IO 07-06AL 0,1 

MICROBIOLOGICAL 
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Total bacterial count CFU/g <100* 
Ph.Eur. 2.6.12/USP 

(current edition) 
<100 

Yeasts & Moulds CFU/g <100* 
Ph.Eur. 2.6.12/USP 

(current edition) 
<100 

Enterobacteriaceae CFU/g <100 UNI ISO 21528-2 <100 

Escherichia coli g Absence 
Ph.Eur. 2.6.13/USP 

(current edition) 
Absence 

Staphylococcus aureus g Absence 
Ph.Eur. 2.6.13/USP 

(current edition) 
Absence 

Salmonella 10g Absence 
Ph.Eur. 2.6.13/USP 

(current edition) 
Absence 

* 2x (as per Ph.Eur.5.1.4) 
 
 
 
 
 
Date: 11th September 2023  

 
Roelmi HPC Technical Department 

 
 
 
 
 
 
 
 
 
 
 
 

 
 
 

 
 
 
 
 
 

 
 

The analyses are performed on a representative sample and are referred to the product at the time of release. The information included in this 
Certificate of Analysis does not discharge the user from the control of the product before the use. Roelmi HPC SRL does not take liability for any damage 
due to improper use. This document refers to the latest version of the specification data sheet and it has been prepared by electronic processing not 
requiring signature and the traceability to the original signature is managed by internal quality assurance system.  
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Productcode : 5015842368 Batch Size : 3,000KG
Lot No. : HPB2202089 Manufacturing Date : 11.2.2022
Analysis No. : 75752335 Best use before : 10.2.2025
Report Date : 21.2.2022
________________________________________________________________________________________
 Test Result Limits/Specification Dimension/Units
*Appearance Correspond White or almost white, crystal or
  crystalline powder
Solubility Correspond Freely soluble in water, slightly
  soluble in ethanol, insoluble in

ether or chloroform
Identification A Positive Positive
Identification B Correspond IR
*Melting Point  191  190 - 192 oC
*Specific Optical  20.9  20.5 - 21.5 °
Rotation
*Clarity and Color of Correspond Clear, not more intensely than BY7
Solution
*pH(2%, W/V)  2.6  2.4 - 2.8
*pH(5%, W/V)  2.4  2.2 - 2.5
Loss on Drying < 0.1  <= 0.1 %
Residue on Ignition < 0.1  <= 0.1 %
Arsenic(as As) < 1.0  <= 1.0 ppm
Heavy Metals (as Pb) Correspond <=0.0003%
Lead < 1.0  <= 1.0 ppm
Mercury < 0.5  <= 0.5 ppm
Iron < 2  <= 2 ppm
Copper < 3  <= 3 ppm
Oxalic Acid Correspond <=0.2%
Residual Solvents(as < 250  <= 250 ppm
methanol)
*Assay  99.9  99.0 - 100.5 %
Total Plate Counts < 1000  <= 1000 CFU/g
Yeasts & Moulds < 100  <= 100 CFU/g
Escherichia.Coli Correspond Absence in 1g
Salmonella Correspond Absence in 25g
Staphylococcus Aureus Correspond Absence in 25g
Impurity C < 0.15  <= 0.15 %
Impurity D < 0.15  <= 0.15 %
Unspecified Iimpurities < 0.10  <= 0.10 %
Total Impurities other < 0.2  <= 0.2 %
than C & D
*Particle Size(through  96  >= 95 %
us 100mesh)
Cadmium < 0.5  <= 0.5 ppm
________________________________________________________________________________________
Conclusion: The product with this batch number meets all requirements when tested according to the monograph of
USP/FCC/BP/EP/E300 in current version.
Test items marked with * are based on routine batch analysis. Others are tested at regular intervals.
This is an electronic COA. The data from batch analysis are in accord with the actual test data, which are true, correct and

DSM Jiangshan Pharmaceutical (Jiangsu) Co. Ltd.
No. 61, Jiangshan Road, Jingjiang, Jiangsu, 214500, PRC
Tel: +86 523 84831057    Fax: +86 523 84831013

VC Ascorbic Acid 100 mesh 95%,25KG
BAL
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Productcode : 5015842368 Batch Size : 3,000KG
Lot No. : HPB2202089 Manufacturing Date : 11.2.2022
Analysis No. : 75752335 Best use before : 10.2.2025
Report Date : 21.2.2022
________________________________________________________________________________________
controlled. The data from periodic analysis are controlled at regular intervals as part of our assurance program.
QC Manager Quality Manager

Nie Xiaoming (Daniel Nie) Ge Liang

DSM Jiangshan Pharmaceutical (Jiangsu) Co. Ltd.
No. 61, Jiangshan Road, Jingjiang, Jiangsu, 214500, PRC
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Remy O DR6 

Certificate of Analysis

Pagina 1 van 1

 General Information

12/02/2023

11/02/2027
  Quality Control Management

Best before 2320302850

 Results of analyses

 Parameter Result Unit LSL USL

Production Date

Date CoA Issued

Product

Batch

Method (1)

08/03/2023

(dd/mm/yyyy)

(dd/mm/yyyy)
(dd/mm/yyyy)Issued by

Physical and Chemical Parameters

7 g/100g ISO 712 Moisture 14≤ 
3,6 g/100g d.m. ISO 1871 Protein content (N*6,25) on DM 6,0≤ (1)

0,2 g/100g d.m. ISO 3593 Ash content on DM 1,0≤ 

Rheological Parameters

83 °C Brabender 60 Starting gel point, pH as is, 6%  ≥
584 BU Brabender 500 End viscosity, pH as is, 6%  ≥

Microbiological Parameters

Negative /375g ISO 6579 Salmonella (/375g) Negative  
100 cfu/g ISO 4833 Total mesophilic bacteria (aerobic) 100.000≤ 
<10 cfu/g Yeasts and Moulds 1.000≤ 
<10 cfu/g Enterobacteriaceae 100≤ 

 Remarks

 We herewith confirm that the product complies with the corresponding guarantees listed in its Product Sheet .

 

 Rice starch issued from organic farming, Certisys BE-BIO-01, Certified Organic NOP by bio.inspecta AG

(1) or (acknowledged and) validated equivalent 

FORM Beneo-Remy QC lot Coa V:02This certificate is issued automatically, it does not need a signature .
 71.512LIMS:
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