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Buenos Aires, Friday, May 14, 2021
Sender: Brix SRL
Declared Sample: XYNTRUS

Identification: LOTE: 20210108 1750 - VTO: 01/23

Request: Citotoxicity (Cod. 520)
Test Start Date: 05/03/2021 Test completion date: 05/04/2021
Note: Sampling was done by the sender.

Objective: Biological evaluation of medical devices according to ISO 10993 - 5

Assay characteristics: To evaluate the cytotoxicity of the samples, tests are carried out with the dye
3- (4,5-dimetitizol-2-yl) -2,5-diphenyltetrazole bromide, which discriminates between living cells and
dead cells. (MTT Cytotoxicity Test). The number of viable cells correlates to the intensity of color
determined by photometric measurements after dissolving the formazan in alcohol. The cytotoxicity
test is performed according to the ISO 10993-5-2009 Standard for Biological Evaluation of Medical
Devices, part 5: Cytoxicity test by in vitro method.

Description of the sample: Samples are received in their condition of use called
XYNTRUS

The lot was randomly sampled and evaluated.
Chosen cell line; BHK-21.

Culture medium: Dulbeco's modified Eagle type medium, which includes serum at a final
concentration of 10%. ‘

Direct test: 1ml of the extract of the sample of the material to be evaluated is placed on
the cell layer, ensuring that it covers at least one tenth of the total cell surface. For the
study we work with 6 replicas.

Positive and negative controls used: The culture medium without the sampie is used as a negative
control and the addition of Phenol according fo ISO 10993-5 as a nosifive confrol

RESULTS OBTAINED:

Evaluation under the 1ISO 10993-5 standard:

1. For this study 8 replications were made.

2. The sample is evaluated for its toxicity on in vitro culture for 24 hours, according to ISO 10993-5.
Under these conditions, the sample does NOT have cytotoxicological potential.

Cytotoxicity scalel Interpretation
0 Not toxic
1 Little toxic
2 Moderately toxic
3 Severely toxic
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Buenos Aires, Friday, May 14, 2021
Sender: Brix SRL
Declared Sample: XYNTRUS
Identification: LOTE: 20210108 1750 - VTO: 01/23
Request: Citotoxicity (Cod. 520)

Test Start Date: 03/05/2021 Test completion date: 04/05/2021
Note: Sampling was done by the sender.

RESULTS OBTAINED:
Evaluation under ISO 10993-5:
1: For this study, 6 repiications were made

2: The sample is evaluated using the MTT Test for its toxicity on in vitro culture
durante 24 hs, segin Norma ISO 10993-5 .

Results % viability | d.s.

Negative control 98.83 | 132

Positive contr Eea - [ 2.34

Sample 90.33 | 4.41
CONCLUSION:

The studied sample presented a cytotoxicity scale equal to 0 (zero) - Not cytotoxic

Dr. David Sapoznikow
M.N. 1182-b
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