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DECLARATIE DE CONFORMITATE

q

ADRESA PRODUCATOR: Str. George Enescu, nr. 1bis, 605400 Moinesti, Romania

DENUMIRE PRODUCATOR: SC Rontesa Com SRL

PRODUS: MASTI DE PROTECTIE de unica folosintd (MASCA FACIALA DE UZ MEDICAL)
COD PRODUS: RTS 004

CLASIFICARE: Dispozitiv medical Clasa | (Conform Anexei IX a Directivei 93/42/EEC, Regula 1)
DECLARATIE: Noi, SC Rontesa Com SRL, avand sediul in Moinesti, str. George Enescu, nr.

1bis, jud. Bacdu, inregistrata la Registrul Comertului cu nr. J04/923/2004,
avand cod de inregistrare fiscala RO8575721, reprezentata prin d-nul Niculae
Gabriel in calitate de Director General, garantam si declaram pe propria
raspundere, Tn calitate de producator faptul ca produsul:

MASCA FACIALA DE UZ MEDICAL (MASTI DE PROTECTIE de unica folosinta)

e Este in conformitate cu cerintele esentiale aplicabile din Anexa | a Directivei 93/42/EEC, privind
dispozitivele medicale (transpusd in legislatie prin HG nr. 54/20089 privind conditiile introducerii pe
piatd a dispozitivelor medicale, cu modificdrile si completdrile ulterioare);

e indeplineste procedurile de evaluare in conformitate cu Anexa VIl a Directivei 93/42/EEC;

e Se inscrie in clasa de risc si in requla de clasificare, conform Anexei IX a Directivei 93/42/EEC;

e Respectd cerintele standardului — SR EN 14683:2019 + AC:2019 — Masti faciale de uz medical. Cerinte
si metode de incercare, si este in conformitate cu tipul liR.

DISPOZITIV MEDICAL CLASA |, TIP lIR, BFE 2 98%

e (Cracteristici:

Eficientd de Filtrare bacteriané BFE 2 98%
Respirabilitate / Cddere de presiune <60 Pa/cm?
Rezistentd la stropire 2 16 kPa
Moinesti Director General

03.11.2020 Niculae Gabriel
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SC Rontesa Com srl
Str. George Enescu, nr. 1bis

605400 MOINESTI

Romania

Your notice of Your reference —
09-03-2021 09-04-2021

Analysis Report 21.01490.02

Required tests :

EN 14683 (2019) + AC EN 14683 - annex B (2019)  Bacterial filtration efficiency
(2019) + AC (2019)

Sample id Information given by the clie late of receipt
T2105254 Trademark "RTS" 9-03-2021

Christine Remi
Order responsible

This report may be reproduced, as long as it is presented in its entire form, without written permission of Centexbel.
The results of the analysis cover the received samples. Centexbel is not responsible for the representativeness of the samples.
In assessing compliance with the specifications, we did not take into account the uncertainty on the test results.

CENTEXBEL » textile competence centre » www.centexbel.be * www.vkc.be

GENT = Technclogiepark 70 = BE-9052 Zwijnaarde, Belgium = phane +32 9 220 41 51 » fax +32 9 220 49 55 » gent@centexbel.be
GRACE-HOLLOGNE * Rue du Travail 5 * BE-4460 Grice-Hollogne, Belgium ¢ phone +32 4 296 82 00 = g-h@centexbel.be
KORTRIJK # Etienne Sabbelaan 49 « BE-8500 Kortrijk, Belgium  phone +32 56 29 27 00 » fax +32 56 29 27 01 * info@vkc.be

VAT BE 0459.218.289 » [BAN BE44 2100 4729 6545 » BIC GEBABERR Digitally signed by Centexbel
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Analysis Report  21.01490.02
Date 09-04-2021

7 e x]

Reference:

Bacterial filtration efficiency

Date of ending the test
Standard used
Product standard

Mask description

Number of tested masks :

Dimensions of the test specimen :

BFE Area tested :

Masks conditioning :

Side of the mask in contact with the bacterial
challenge :

Challenge bacterial strain used :

Bacterial challenge per test :

Total test time :

Flow rate
Positive control

Negative control

19-03-2021
EN 14683 - annex B (2019) + AC (2019)
EN 14683 (2019) + AC (2019)

T2105254 - Trademark "RTS"

3 layers, blue color, two elastic curls for
attachment behind the ears

5

l6cmx 14 cm

+ 49 ¢m?

21 £5°C and 85 + 5% RH

Inner side

Staphylococcus aureus ATCC® 6538™
1700 - 3000 CFU

I min. delivering challenge + 1 min. without
challenge (air flow continuing)

28.3 I/min.

Tests performed with no filter material in the
air stream

Test performed without challenge

Performed in the microbiological lab under the responsibility of Yvette Rogister
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Analysis Report  21.01490.02
Date 09-04-2021
Page 3/3

Results

B = Bacterial filtration efficiency (%)

With C = mean of the total plate counts for the positive control runs
T = total count for the tested mask

# Mask B (%)
>99.9
99.9
> 99.9%
>99.9
> 99.9%

Y| A | | D | —

* no detected colonie on any of the Andersen sampler plates

Mean particle size of the bacterial 2.8
challenge aerosol :

Controls

Mean positive controls 2506 CFU
Negative contral <1 CFII
Note :

The performance requirements for medical face masks according to EN 14683 (2019) + AC
(2019) is :

Test Type I Type 11 Type IIR
(BFE) Bacterial filtration efficiency (%) > 95 > 98 > 98

Performed in the microbiological lab under the responsibility of Yvette Rogister
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SC Rontesa Com srl
Str. George Enescu, nr. 1bis

605400 MOINESTI

Romania

Your notice of Your reference —
09-03-2021 09-04-2021

Analysis Report 21.01490.03

Required tests :

EN 14683 (2019) + AC EN 14683 - annex C (2019) Medical face masks - Breathability
(2019) + AC (2019) (differential pressure)

Sample id Information given by the clie late of receipt
T2105254 Trademark "RTS" 9-03-2021

Christine Remi
Order responsible

This report may be reproduced, as long as it is presented in its entire form, without written permission of Centexbel.
The results of the analysis cover the received samples. Centexbel is not responsible for the representativeness of the samples.
In assessing compliance with the specifications, we did not take into account the uncertainty on the test results.

CENTEXBEL » textile competence centre » www.centexbel.be * www.vkc.be

GENT = Technclogiepark 70 = BE-9052 Zwijnaarde, Belgium = phane +32 9 220 41 51 » fax +32 9 220 49 55 » gent@centexbel.be
GRACE-HOLLOGNE * Rue du Travail 5 * BE-4460 Grice-Hollogne, Belgium ¢ phone +32 4 296 82 00 = g-h@centexbel.be
KORTRIJK # Etienne Sabbelaan 49 « BE-8500 Kortrijk, Belgium  phone +32 56 29 27 00 » fax +32 56 29 27 01 * info@vkc.be

VAT BE 0459.218.289 » [BAN BE44 2100 4729 6545 » BIC GEBABERR Digitally signed by Centexbel
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nﬁm Analysis Report  21.01490.03
Date 09-04-2021
7 e x

Reference: T2105254 - Trademark "RTS"

Medical face masks - Breathability (differential pressure)

Date of ending the test 19-03-2021

Standard used EN 14683 - annex C (2019) + AC (2019)
Product standard EN 14683 (2019) + AC (2019)

Number of tested masks : 5

Number of areas per mask 5 (see figure)

Dimension of the areas : Disc whose diameter is 2.5 cm

Surface areas : 49 cm?

Flow rate : 8 I/min.

Direction of the air flow : From the inside of the mask to the outside
Masks conditioning : 21 £5°Cand 85+ 5% RH

Figure : Distribution of the areas in the mas}

Al

Performed in the physical lab Grice-Hollogne under the responsibility of Jean Léonard
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Analysis Report  21.01490.03

Date 09-04-2021
Page 3/3

Results s x
Mask 1 Mask 2 Mask 3 Mask 4 VIASK O

Area A 40.7 44.6 50.1 46.7 56.6
Area B 41.8 43.8 45.8 454 50.1
Area C 56.6 47.1 50.3 54.2 59.1
Area D 55.6 62.3 65.4 60.5 495
Area E 54.0 54.2 57.9 495 60.3
Average AP (Pa/cm?) 49.7 50.4 53.9 51.3 55.1
Note

The performance requirements for medical face masks according to EN 14683 (2019) + AC

(2019) is :

Test

Typel

Type 11

Type IIR

Differential pressure (Pa/cm?)

<40

<40

<60

Performed in the physical lab Grice-Hollogne under the responsibility of Jean Léonard
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SC Rontesa Com srl
Str. George Enescu, nr. 1bis

605400 MOINESTI

Romania

Your notice of Your reference —
09-03-2021 09-04-2021

Analysis Report 21.01490.04

Required tests :

EN 14683 (2019) + AC EN 14683 - §5.2.5 (2019) Microbial cleanliness vn masks
(2019) AC (2019)

Sample id Information given by the clie late of receipt
T2105254 Trademark "RTS" 9-03-2021

Christine Remi
Order responsible

This report may be reproduced, as long as it is presented in its entire form, without written permission of Centexbel.
The results of the analysis cover the received samples. Centexbel is not responsible for the representativeness of the samples.
In assessing compliance with the specifications, we did not take into account the uncertainty on the test results.

‘&n\“‘:';-‘ ",rz,, CENTEXBEL » textile competence centre * www.centexbel.be « www.vkc.be

S GENT = Technologiepark 70 » BE-9052 Zwijnaarde, Belgium * phone +32 9 220 41 51 » fax +32 9 220 49 55 » gent@centexbel.be
GRACE-HOLLOGNE * Rue du Travail 5 * BE-4460 Grace-Hollogne, Belgium * phone +32 4 296 82 00 » g-h@centexbel.be

KORTRIK » Etienne Sabbelaan 49 » BE-8500 Kortrijk, Belgium * phone +32 56 29 27 00 » fax +32 56 29 27 01 # info@vkc.be

VAT BE 0459.218.289 » IBAN BE44 2100 4729 6545 » BIC GERABERB Digitally signed by Centexbel
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Reference:

Microbial cleanliness on masks

Date of ending the test
Standard used
Product standard

Number of tested masks
Extraction liquid
Extraction volume
Extraction time
Counting technique
Filtration volume
Culture media

Incubation conditions

02-04-2021

T2105254 - Trademark "RTS"

EN 14683 - §5.2.5 (2019) AC (2019)
EN 14683 (2019) + AC (2019)

5

Analysis Report  21.01490.04
Date 09-04-2021
Page 2/2

Peptone 1g/1, NaCl 5g/1 & Tween 20 2g/I

300 ml
5 min.
Membrane fil
100 ml
TSA (Tryptic

tration

Soy Agar)

SDA (Sabouraud Dextrose Agar with chloramphenicol)
3 days at 30°C (TSA)
7 days at 20-25°C (SDA)

Results
# Mask | Mask weight CFU*/mask Microbial cleanliness
(2 ’
Aerobic Fungi count | X CFU/mask 2 CFU/g
microbial (SDA)
count
(bacteria)
_ 3.12 30 6 36 __
2 3.12 21 3 24 8
3 3.2 27 <3 <30 <10
4 3.12 24 12 36 12
= 3 '09 42 al =1 1~
Note :

The performance requirements for medical face masks according to EN 14683 (2019) + AC

(2019) is :

Test

Type 1

Type 11

Type IIR

Microbial cleanliness (cfu/g)

<130

<130

Performed under accreditation in the microbiological lab under the responsibility of Yvette Rogister

<130




MINISTERUL APARARII NATIONALE
Centrul de Cercetare Stiintifica
pentru Apirare CBRN si Ecologie

NECLASIFICAT
Exemplar nr. _ din 2

L4 - Laborator Echipamente de protectie CBRN
Acreditat RENAR cu certificat nr. LI 1180

Sos. Oltenitei, nr.225, sector 4, Bucuresti
Telefon: 021.332.11.99, fax: 021.332.21.15

Ai’ROi} 2
Seful Centrului/de Cerectare Stiinfifica pentru
Apiérare CBRN si Ecologie Bucuresti

Colonel doctor ingin Jﬁ i 2
/ ‘/ /

Gabriel EPURE”
7/ T

P

DE ACORD, ROG A APROBA

Manager tehnic ,

Colonel doctor inginer % &

Claudiu LAZAROAIE
RAPORT DE INCERCARE

Nr. L4-239 din 03.11.2020

Fro-025T2C-14.00-017/01




NECLASIFICAT

Exemplar nr. _ din 2

Pagina 2 din 4

Raport incercare nr. L4-239/03.11.2020

Nota:
Rezultatele se referd numai la obiectele incercate.
Se interzice reproducerea partiald a prezentului raport de incercare fiird aprobarea scrisd a structurii emitente.

Fpo-02512C-14.00-017/01




NECLASIFICAT

Exemplarnr.  din2

Pagina 3 din 4

Raport incercare nr. L4-239/03.11.2020

1. Beneficiar/client (nume, adresd): SC RONTESA COM SRL, soseaua George Enescu ,
nr. 1 bis, Bacau.

2. Cod identificare: CBRN/L4/2020/1006.

3. Descrierea obiectului de incercat:
- Denumire: Masca de protectie de unica folosinta md. RTS 004
- Producator: SC RONTESA COM SRL
- Lot/seria: -
- Cantitate: 2 x 50 buc.
- Prelevarea probelor supuse incercdrilor s-a efectuat de cdtre beneficiar.

4. Data primirii obiectelor de incercat: 21.10.2020
5. Baza executirii incercirilor: Contract prestdri servicii nr. A5591/23.10.2020.
6. Perioada executirii incercarilor: 26.10-02,11.2020.

7. Metoda folositi. Descrierea pe scurt a metodei de incercare

7.1 Verificarea eficientei de filtrare bacteriana (BFE) < pet. 5.2.2 din SR EN
14683+AC:2019 - metodi adaptata

incercarea a constat in determinarea coeficientului de penetratie/ eficientei de filtrare a
aerosolilor cu dimensiuni cuprinse in intervalul 0,3+10,0 pm, la un debit de 28,3 + 5% I/min.
Determinarea numarului de particule s-a efectuat prin utilizarea unui numarator de particule Topas
LAP 340. Pentru determinarea coeficientului de penetratie/ eficientei de filtrare s-au luat in calcul
aerosolii cu dimensiunea de 3 um. Incercarea s-a efectuat pe esantioane in stare de receptie (fara a fi
supuse procedeelor de rezistentd mecanicd si conditionare la temperaturd).

Incercirile s-au efectuat aleator pe produsele puse la dispozitie de beneficiar. Se raporteaza
valoarea medie obtinuta pe timpul determinarilor.

7.2. Verificarea respirabilititii / cidderii de presiune - pet. 5.2.3 din SR EN
14683+AC:2019 - metoda adaptata

Determinarea a constat in méasurarea cidderii de presiune prin mastile analizate, prin
utilizarea unui stand de testare TSI 8130, la un debit de 8 I/min. Valorile masurate, exprimate in Pa,
se raporteaza la aria suprafetei de testare (4,9 cm?).

Incercirile s-au efectuat aleator pe produsele puse la dispozitie de beneficiar. Se raporteazi
valoarea medie obtinuta pe timpul determinarilor.

7.3. Verificarea rezistentei la stropire - metoda adaptati, pet. 5.2.4 din SR EN
14683+AC:2019

Determinarea se realizeazd, printr-o medoda adaptata, proiectidnd un jet orizontal de lichid
asupra epruvetelor de material. Se utilizeazd un ac cu diametrul interior de 0,84 mm, iar intreaga
cantitate de lichid (2ml) este eliberatd intr-un interval de timp de 0,4+0,6s. Pentru evaluare se
determini orice urma de penetrare completd a epruvetei. in conditiile date, presiunea lichidului
aplicat este > 16kPa.

Noti:
Rezultatele se referd numai la obiectele incercate.
Se interzice reproducerea parfiald a prezentului raport de incercare fird aprobarea scrisd a structurii emitente.

Fro-02512C-14.00-017/01




NECLASIFICAT

Exemplar nr.  din 2
Pagina 4 din 4
Raport incercare nr. 1.4-239/03.11.2020

Incercarea s-a efectuat pe esantioane in stare de receptie (fara a fi supuse procedeelor de
rezistenta mecanica si conditionare la temperatura).
Se raporteaza cu PASS sau FAIL.

8. Rezultate

Valoare/ caracteristici i ’
. impus3’ aloare
oK I?enumlrs‘:-a UM ; = caracteristica Metoda folosita
crt. incercirii : . Tip .
Tipl Tip II IR obtinuta
5 SR EN 14683+AC:2019,
1 Eﬁultjentz: dg ﬁ}trare % > 95 > 08 > 98 99,7 pct. 5.2.2
A (metoda adaptata)
b SR EN 14683+AC:2019,
5 Eldespn;jabllltat.e/ PEU; < 40 () <60 50,5 pct. 5.2.3
cadere de presiune | cm (metoda adaptata)
; . o SR EN 14683+AC:2019
3_ Rezistenta la IPa NU;ESI? N“ es{e > 16 PASS pet.5.2.4. (ISO 22609)
stropire [ caz,u (metoda adaptata)

9. Observatii:

"Walori impuse prin SR EN 14683+AC 2619 - Masti faciale de uz medical. Cerinte si
metode de incercare, pet. 5.2.2. gi 5.2 3. :

10. Declararea conformititii/ neconformitatii:

Obiectul de incercat este in conformitate cu tipul IIR (SR EN 14683+AC:2019) din punct
de vedere al determindrilor efectuate (esantioane in stare de receptie), cu limitarile prezentate la pct.
T

11. Opinii si interpretari:

Deoarece metodele de analizd sunt metode distructive, propunem sciderea din evidentd a

materialelor incercate.

SFARSIT DOCUMENT
INTOCMIT
ente de protectie CBRN Responsabil incergare
v Biochim. g%@i’wl
Alina ANGHELOIU

Sef sectie Aparare CBRN si
Protectie Balistica Individuald /Supervizor

tehnic
Lt.col.dr.ing. /

Ciptiag/SAU

p.Manager calit

Ing. &fi’/

Fl ALEXE

Nota:
Rezultatele se referd numai la obiectele incercate.
Se interzice reproducerea partialii a prezentului raport de incercare fird aprobarea scrisd a structurii emitente.

Fpo-02512C-14.00-017/01
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