




OLFARM, LLC 
TESTING LABORATORY 

117105, Moscow, Nagatinskaya str, 3a, tel/fax +7(499)611-40-36 
License for performing laboratory works with microorganisms of pathogenic groups 3-4 

№77.01.13.001.Л.000142.04.09 dated 30th of April, 2009  

TEST PROTOCOL №193 dated 13th of September, 2017 

Name Endoprosthesis of synovial fluid NOLTREX 
Batch N17043 
Manufacturer RC BIOFORM, LLC  Russia 

Applicant ordering the test 
RC BIOFORM, LLC  Russia, 142784, Moscow, 22nd km of Kievskoe Hwy, s. 
Moskovskiy, housing estate 4, bldg.2, block G, 5th floor 

Quantity and condition of 
samples when received 

60 pcs (2.5ml in each syringe) 

Sampling act Samples are provided by the applicant 
Date of manufacture 02.06.2017 

Basis for testing 
Order №2 from 10.08.2017 
Service agreement №И17-0094 from 24.04.2017 

Normative documentation Russian State Pharmacopoeia XIII, OFS.1.2.4.0011.15 

Parameter Normative documentation 
requirement Test results 

activity of antimicrobial 
preservatives 

Decrease in number of 
bacterial cells must be not less 

than 1 lg after 7 days,  
not less than 3 lg after 14 

days, and there should be no 
growth after 28 days as 

compared to previous test 
result 

No growth of P. aeruginosa ATCC 9027, 
S. aureus ATCC 6538-P, E-coli ATCC 

25922 after 7 days, 14 days and 28 days. 

No growth in number of cells of C. 
albicans ATCC 10231, 

A. brasiliensis ATCC 9642 during the
whole testing period. 

CONCLUSION: 
Tested samples comply with the requirements of normative documentation in relation to the parameter 

tested. 
The results are relevant to the tested samples only. 

Partial or full reprinting of this protocol without permission of the testing laboratory is not permitted. 
Partial copy of the protocol is not permitted.  

Deputy Head of microbiological testing division  <signature>      Sukhosyrova E.A. 

Head of testing laboratory  <signature>      Trutneva E.V 

/Round Seal: OLFARM, LLC/ 
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OLFARM, LLC 
TESTING LABORATORY 

117105, Moscow, Nagatinskaya str, 3a, tel/fax +7(499)611-40-36 
Accredited by the Federal Agency for Technical Regulation and Metrology  

as a technically competent and independent testing laboratory 
Accreditation certificate №РОСС RU.0001.21ФЛ10 dated 8th of October, 2014 

License for performing laboratory works with microorganisms of pathogenic groups 3-4 
№77.01.13.001.Л.000142.04.09 dated 30th of April, 2009  

ANNEX TO THE TESTING PROTOCOL №193 DATED 13TH OF SEPTEMBER, 2017 

Test-
microorganism 

Concentrati
on of 

inoculate, 
KOE/ml 

Concentration of test-microorganism in contaminated sample 
Theoretical Initial After 7 days After 14 days After 28 days 

KOE/ml lg KOE/ml lg KOE/ml lg KOE/ml lg KOE/ml lg 

Pseudomonas 
aeruginosa 
ATCC 9027 

1.9 x 108 1.9 x 106 6.28 8.2 x 105 5.91 0 - 0 - 0 - 

Escherichia 
coli  

ATCC 25922 
1.5 x 108 1.5 x 106 6.18 1.1 x 106 6.04 0 - 0 - 0 - 

Staphylococcus 
aureus 

ATCC 6538 P 
1.0 x 108 1.0 x 106 6.00 6.3 x 105 5.8 0 - 0 - 0 - 

Candida 
albicans 

ATCC 10231 
2.0 x 106 2.0 x 105 5.3 1.3 x 105 5.11 1.5 x 105 5.17 1.5 x 105 5.17 1.2 x 105 5.08 

Aspergillus 
brasiliensis 
ATCC 9642 

7.0 x 107 7.0 x 106 6.85 1.9 x 106 6.28 1.7 x 106 6.23 3.2 x 106 6.5 7.7 x 105 5.89 

Deputy Head of microbiological testing division    <signature>      Sukhosyrova E.A. 

/Round Seal: OLFARM, LLC/ Page 1 of 1 





OLFARM, LLC 
TESTING LABORATORY 

117105, Moscow, Nagatinskaya str, 3a, tel/fax +7(499)611-40-36 
License for performing laboratory works with microorganisms of pathogenic groups 3-4 

№77.01.13.001.Л.000142.04.09 dated 30th of April, 2009  

TEST PROTOCOL №194 dated 13th of September, 2017 

Name Endoprosthesis of synovial fluid NOLTREX 
Batch N170005e 
Manufacturer RC BIOFORM, LLC  Russia 

Applicant ordering the test 
RC BIOFORM, LLC  Russia, 142784, Moscow, 22nd km of Kievskoe Hwy, s. 
Moskovskiy, housing estate 4, bldg.2, block G, 5th floor 

Quantity and condition of 
samples when received 

60 pcs (2.5ml in each syringe) 

Sampling act Samples are provided by the applicant 
Date of manufacture 08.08.2017 

Basis for testing 
Order №2 from 10.08.2017 
Service agreement №И17-0094 from 24.04.2017 

Normative documentation Russian State Pharmacopoeia XIII, OFS.1.2.4.0011.15 

Parameter Normative documentation 
requirement Test results 

activity of antimicrobial 
preservatives 

Decrease in number of 
bacterial cells must be not less 

than 1 lg after 7 days,  
not less than 3 lg after 14 

days, and there should be no 
growth after 28 days as 

compared to previous test 
result 

No growth of P. aeruginosa ATCC 9027, 
S. aureus ATCC 6538-P, E-coli ATCC 

25922 after 7 days, 14 days and 28 days. 

No growth in number of cells of C. 
albicans ATCC 10231, 

A. brasiliensis ATCC 9642 during the
whole testing period. 

CONCLUSION: 
Tested samples comply with the requirements of normative documentation in relation to the parameter 

tested. 
The results are relevant to the tested samples only. 

Partial or full reprinting of this protocol without permission of the testing laboratory is not permitted. 
Partial copy of the protocol is not permitted.  

Deputy Head of microbiological testing division  <signature>      Sukhosyrova E.A. 

Head of testing laboratory  <signature>      Trutneva E.V 

/Round Seal: OLFARM, LLC/ 
Page 1 of 1 





OLFARM, LLC 
TESTING LABORATORY 

117105, Moscow, Nagatinskaya str, 3a, tel/fax +7(499)611-40-36 
Accredited by the Federal Agency for Technical Regulation and Metrology  

as a technically competent and independent testing laboratory 
Accreditation certificate №РОСС RU.0001.21ФЛ10 dated 8th of October, 2014 

License for performing laboratory works with microorganisms of pathogenic groups 3-4 
№77.01.13.001.Л.000142.04.09 dated 30th of April, 2009  

ANNEX TO THE TESTING PROTOCOL №194 DATED 13TH OF SEPTEMBER, 2017 

Test-
microorganism 

Concentrati
on of 

inoculate, 
KOE/ml 

Concentration of test-microorganism in contaminated sample 
Theoretical Initial After 7 days After 14 days After 28 days 

KOE/ml lg KOE/ml lg KOE/ml lg KOE/ml lg KOE/ml lg 

Pseudomonas 
aeruginosa 
ATCC 9027 

1.9 x 108 1.9 x 106 6.28 7,9 x 105 5.9 0 - 0 - 0 - 

Escherichia 
coli  

ATCC 25922 
1.5 x 108 1.5 x 106 6.18 3,0 x 106 5,48 0 - 0 - 0 - 

Staphylococcus 
aureus 

ATCC 6538 P 
1.0 x 108 1.0 x 106 6.00 1,9 x 105 5.28 0 - 0 - 0 - 

Candida 
albicans 

ATCC 10231 
2.0 x 106 2.0 x 105 5.3 1.9 x 105 5.28 9.2 x 104 4.96 1.1 x 105 5.04 2.6 x 104 4.42 

Aspergillus 
brasiliensis 
ATCC 9642 

7.0 x 107 7.0 x 106 6.85 8.6 x 106 6.93 5.4 x 105 5.73 1.1 x 106 6.04 4.3 x 105 5.63 

Deputy Head of microbiological testing division    <signature>      Sukhosyrova E.A. 

/Round Seal: OLFARM, LLC/ Page 1 of 1 





Demidova V.V. 

The testing laboratory of LLC "NPO" LAL-Center" 

Address: 117105, Moscow, st.Nagatinskaya, 3A, tel / fax: (495) 380-04-32, (495) 517-40-37 

PROTOCOL OF TESTS № 1085 October 9, 2017 

Sample number: 17091306 

Name of the sample: Material – Hydrous biopolymer with silver ions sterile (material HBIS): 

Endoprosthesis of synovial fluid "NOLTREX™" 

Manufacturing company: RC BIOFORM 

Normative documentation: TU 9398-001-52820385-2015 

Requirements: Not more than 0.5 EU / ml 

Serial number: N17043 

Product: gel in syringes 

Expiration date: 02/06/2020 

Application Date: 13/09/2017 

Applicant: RC BIOFORM  

Initial solution: gel in syringe 2.5 ml  

Maximum allowed Delution: 32 

Dilution in analysis: 1/30; 1/30_0.25 l; 1/30_0.5 l; 1/30_1 l; 1/30 _2 l. Control: 0.25 l; 0.5 l; 1 l; 2 l 

Sample preparation: Sample preparation by testing method. All dilutions were made with water for 

LAL-test. 

Method of analysis: Pretest analysis. Interfering factors, OFS. 1.2.4.0006.15, St.Pharm. XIII 

LAL-reagent: Endosafe KTA, series H2592L 

CSE: Endosafe CSE, series EX61532 

Measurement range: 0.015 EU / ml 

Analysis result: Test results complies with the requirements to accuracy of results according to GPM 

“Bacterial Endotoxins”. Tested material neither intensifies nor inhibits the reaction of LAL reagent and 

endotoxins in 1:30 dilution. 

Head of TL  <signature>      

/Round Seal: " LAL-Center"/ 

Notes: 

This test report applies to the monitored test sample. 





Demidova V.V. 

The testing laboratory of LLC "NPO" LAL-Center" 

Address: 117105, Moscow, st.Nagatinskaya, 3A, tel / fax: (495) 380-04-32, (495) 517-40-37 

PROTOCOL OF TESTS № 1086 October 9, 2017 

Sample number: 17091306 

Name of the sample: Material – Hydrous biopolymer with silver ions sterile (material HBIS): 

Endoprosthesis of synovial fluid "NOLTREX™" 

Manufacturing company: RC BIOFORM 

Normative documentation: TU 9398-001-52820385-2015 

Requirements: Not more than 0.5 EU / ml 

Serial number: N17043 

Product: gel in syringes 

Expiration date: 02/06/2020 

Application Date: 13/09/2017 

Applicant: RC BIOFORM  

Initial solution: gel in syringe 2.5 ml  

Maximum allowed Delution: 32 

Dilution in analysis: 1/30 

Sample preparation: By testing method. All dilutions were made with water for LAL-test. 

Method of analysis: Method A, gel clot test, OFS. 1.2.4.0006.15, St.Pharm. XIII 

LAL-reagent: Endosafe KTA, series H2592L 

CSE: Endosafe CSE, series EX61532 

Measurement range: 0.015 EU / ml 

Analysis result: Bacterial Endotoxins content is less than 0,47 EU/ml. 

Head of TL  <signature>      

/Round Seal: " LAL-Center"/ 

Notes: 

This test report applies to the monitored test sample. 
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