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Buenos Aires, Wednesday, May 19, 2021
Sender: Brix SRL
Declared Sample: XYNTRUS

Identificatcion: LOTE: 20210108 1750 - VTO 01/23

Request: Sensitization test (Cod: 492)
Test start date: 04-20-2021 Finish date: 05-19-2021
Note: The sampling was done by the sender.

METHODOLOGY:

According to the Buehler method published in "OECD Guidelines for testing of Chemical" - Section 4 -
Health effects - 406 Adopted by the Council on 17th July 1992 - Skin Sensitisation.

MATERIALS AND METHODS:

Twenty non-pregnant nulliparous female albino guinea pigs weighing between 300 and 500 g are used.
Topically applied to 10 guinea pigs 0.5 g. of the sample ondays 0-6 -7 - 8 - 13 - 14 and 15 until a total of
7 applications were completed. The next day after each application, the degree of irritation produced is
measured. The application is carried out on the posterior flank of the guinea pig in an approximate area of
4-6 cm2. 27 days after the start of the test, a new application of the 0.5 g sample is made. The animals
are observed at 24 and 48 hours. and the degree of irritation produced is noted. Another group of 10
guinea pigs receives the same treatment with physiological solution. The sample produces a sensitization
reaction if the irritation index produced in the application on day 27 is greater than the irritation index of the
first 10 applications.

RESULT:

The animals treated with the study sample did NOT have skin reactions

CONCLUSION:

According to the results obtained in the detailed experience, it could NOT be shown that the substance
produces sensitization reactions.
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DATA OBTAINED
[INDUCTIVE PHASE |
Test Start Date: 04-20-2021
Inductive phase dose: 05g.
APLICATION N° 1 2 3 4 5
DATE |APLICATION DATE | 04-20-2021 04-26-2021 04-27-2021 04-28-2021 05/03/2021
DATE READINGS 04-21-2021 04-27-2021 04-28-2027 04-29-2027 05/04/2021
OBSERVATION A A A A A
1 0 0 0 0 0
2 0 0 0 0 0
3 0 0 0 0 0
GINEA 4 0 0 0 0 0
PIGS 5 0 0 0 0 0
NUMER 6 0 0 0 0 0
7 0 0 0 0 0
8 0 0 0 0 0
9 0 ) 0 0 0
10 0 0 0 0 0
APLICACION N° 6 7 epe
FECHA |APLICATION DATE | 04/05/2021 | 05/05/2021 ;’Z‘:tc‘z"gm‘:’;
DATE READINGS 05/05/2021 06/05/2021 pig:
OBSERVATION A A
1 0 0 0.00
2 0 0 0.00
3 0 0 0.00
4 0 0 0.00
by 5 0 0 0.00
NUMER 6 g 4 g0
7 0 0 0.00
8 0 0 0.00
9 0 0 0.00
10 0 0 0.00
Average Irritation Index in the Inductive Phase: 0.00
: oh
Interpretation of the data: é ,
Y/
A: Erythema and edema ;//
0: No visible changes >

1: Discreet or irregular erythema and edema
2: Moderate and confluent erythema and edema
3: Intense erythema and edema
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|ITRIGGERING PHASE |
Date of application shot: 05-17-2021
Trigger phase dose: 05g.

Irritation index
of each guinea
pig:

DATE READINGS 05-18-2021 05-19-2021
OBSERVATION A A

~—

0.00
0.00
0.00
0.00
0.00
0.00
0.00
0.00
0.00
0.00

Average Irritation Index in Trigger Phase: 0.00

GINEA
PIGS
NUMER
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The contro! animals under study did NOT have skin reactions

Requirements:

If the dermal irritation index in the triggering phase is lower than the dermal
irritation index in the inductive phase, the sample does not produce sensitivity
reactions.

Dr. David Sapoznikow
M.N. 1182-b

This protocol was electronically validated. It is a true copy of the original hosted on servers.



