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

Identification: LOTE: 20210108 1750 - VTO: 01/23
Request: Dermal irritation index due to repeated application on the gingival mucosa. (Cod. 555)
Test Start Date: 04-20-2021 Test completion date: 05-17-2021
Note: Sampling was done by the sender.
METHOD:
According to the method of "OECD Guideline for the testing of chemicals 404 adopted 24th April 2002", 10
albino rabbits, male or female, of body weight of 2 to 3 kg were used. 0.5 ml of the sample is applied on the
first day of the test to each rabbit on the gingival mucosa. 24 hours later, dermal lesion readings are carried
out throughout the week. This scheme is repeated for 3 more applications, one per week. The last two
readings are used to calculate the irritation index obtained. The animals were kept throughout the test period
in individual cages at a temperature of 20° C +/- 3° C and relative humidity between 30% and 70%. The light
regime was 12 hours of light and 12 hours of darkness. Conventional laboratory food with unrestricted
access to water was used to feed the rabbits.
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Buenos Aires, Friday, May 14, 2021
Sender Brix SRL
Declared sample XYNTRUS

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

Reqguest: Dermal irritation index due to repeated application on the gingival mucosa. {Cod. 555)
Test Start Date: 04-20-2021 Test completion date: 05-17-2021
Note: Sampling was done by the sender.

DERMAL INJURIES IN RABBITS

Rabbit 6 | Rabbit 7 | Rabbit 8 | Rabbit 9 | Rabbit 10
14 15 16 17 18

application
date
04-20-2021 04-21-2021
04-22-2021
04-23-2021
04-24-2021
| 04-27-2021 04-27-2021
04-28-2021
04-29-2021
04-30-2021
05/01/2021
| 05-04-21 05/04/2021
05/05/2021
05/06/2021
05/07/2021
05/08/2021
1 05-11-21 05/11/2021
05/12/2021
05-13-2021
05-14-2021
05-15-2021
05-17-2021 B =10 ,
averages 0.00 0.00 0.00 0.00 0.00

Reading date

>
>

(@] lw] e} (w] ] (] {a) (o] (o] (o] o] (o] (o] (o] (o] {e] (o] o] (o] {a] -]
(@] [o) o] {w] [e] [e] (o] (o] (o] (o] (o] (o] (o] (] o] (o] (e} (o] el felf)

:OOOQOOOOOOOOOOO‘OOOOOW

olojo|lo|o|lololo|lo|lo|lo|ojolojololo|lo|lo|lolwm
;oooooooooooooooooooo>

olo|o|o|o|jo|o|o|o|o|o|o|oljo|olo|o|olo|o
ojojo|olo|olojo|o|o|o|jo|o|o|ojo|o|o|o|e|w
olojo|olojo|elo|o|ojo|o|ojo|ojo|o|ololo|>
olojojojo|o|o|o|o|o|ojo|olojojo|o|o|ololm
olo|olojo|o|olo|o|o|ojolojojo|o|o|o|o|o

INJURY ASSESSMENT
A- FORMATlONs(():i ;gYTHEMAS AND B - EDEMAS FORMATION
0: absence of erythema 0: absence of edema
1: very slight erythema 1: very slight edema
2: well defined erythema 2: well defined edema
3: moderate erythema 3. moderate edema
4: severe erythema 4: severe edema
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Buenos Aires, Friday, May 14, 2021
Sender Brix SRL
Declared sample XYNTRUS

Identification: LOTE: 20210108 1750 - VTO: 01/23
Request Dermal irritation index due to repeated application on the gingival mucosa. (Cod. 555)

Test Start Date: 04-20-2021 Test completion date: 05-17-2021
Note: Sampling was done by the sender.

RESULT ACCORDING TO OECD GUIDELINE FOR TESTING CHEMICAL 404:

According to the results obtained, the sample is not irritating.

RESULT ACCORDING TO THE DRAIZE J.H.

{CLASSIFICATION S / DRAIZE
Not irritating 0
Pract. not irritating 0.1 -0.99
Minim. Irritating 1.0-1.99
Moder. Irritating  2.0-5.99
Sever. Irritating 6.0-8

CLASSIFICATION OBTAINED ACCORDING TO DRAIZE J.H.

0.00 Not irriitating

7 /,
.

Dr. David Sapoznikow
M.N. 11820

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



