PROMASK

Mascarilla quirargica

Mascarilla filtrante de 3 capas no reutilizable.
Sin valvula. MEDICA.
Filtracion mayor al 98% de las particulas.
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FICHA TECNICA PROMASK

Mascarilla quirargica

Mascarilla quirdrgica de 3 capas. No reutilizable. MEDICA. Filtracién mayor al 98% de las particulas.

ESPECIFICACIONES:
e Eficiencia de filtrado: BFE > 98%.

e Mascarilla Tipo II.

e No estéril. Filtrado microbioldgico.
e No reutilizable.

e Vida util: 5 afios.

e Talla: adultos.
- e Dimensiones: 176 x 95 mm.
- e Gomas suaves y elasticas para un ajuste
N ) confortable en ambos pabellones auditivos.
( ’ > \ e Noirrita la piel y no causa alergias.
3 capas de proteccién Transpirable

COLORES:
e Blanco
e Azul
e Rosa
e Naranja
COMPOSICION: PACKAGING:
Mascarilla de 3 capas compuestas de tejido no tejido "Melt e (ajas pequefias: 50 unidades.
Blown” (Polipropileno). e  (ajas distribucion: 20 cajas pequefias, 1000
Gomas elasticas de poliéster. unidades de mascarillas.

Dimensiones caja distribucion: 52x38x40 cm
Peso bruto caja distribucion: 7,6 kg.

NORMAS Y CERTIFICACIONES:

Este dispositivo es un producto sanitario segun la Directiva 93/42 o del Reglamento UE / 2017/745.

c € LOTRIC  crcioes

Certificado Europeo CE
N de informe: 555-15-20-1 LOTRIC Metrology Ltd.
UNE EN-14683 Direccién: Selca, 163 - 4227 Selca - Eslovenia
Teléfono: +386 4 51 70 700
E-mail: info@lotric.si
Pagina web: www.lotric.si

Mascarilla certificada en LOTRIC, centro autorizado
localizado en Eslovenia.
NUmero de organismo notificado: 1304.
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FICHA TECNICA PROMASK

FOTOGRAFIAS DEL PRODUCTO:

INSTRUCCIONES DE USO:

Lavarse las manos durante 40-60 segundos antes de manipularla.

Tocar solo las gomas de la mascarilla.

Colocar la mascarilla sobre la nariz y boca.

Pasar las gomas elasticas por detras de las orejas.

Pellizcar la banda metalica para ajustarla a la nariz.

Evitar tocar la parte exterior de la mascarilla. Si ocurre, lavar las manos antes y después.

Lavar las manos antes de retirarse la mascarilla.

Retirarla tocando solo las gomas elasticas.

Para desecharla, introducirla en una bolsa de plastico. Depositarla cerrada en la basuray lavar las manos.

O 00N W=

Condiciones de almacenaje: Almacenar en un ambiente seco y fresco, alejado de la luz directa del sol y fuentes de
calor.
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PROMASK

Mascarilla quirargica

PROZVODNIA MEDICINSKIM, STOMATOLOSKIH | ZASTITNIH PROIZVODA ZA JEOMOKRATNY UPOTRESY
9. SEPTEMBAR MEDICALDOO M 108547827 TN+ 351 32 700 200

+ M E D I CAL MADCH BP0): 21021652 n ol col9smedical com
32300 Goenj Milaoousc meoracun: 15526453 7%

Velereth put bb, Srbya 170-30021250000-17 | www.9smedical.com

EC DECLARATION OF CONFORMITY
Declaration No. 04/2020

Manufacturer: “9. SEPTEMBAR MEDICAL" d.o.0.
Velere¢ bb, 32300 Gornji Milanovac, SERBIA
Product Name: Surgical Mask

ModeVType: Three-layer Surgical masks with ear
loop or with binding ribbon: white, green, blue, pink
or orange color

Classification: Class | (Directive 93/42/EEC of medical devices Annex
IX)

We 9. SEPTEMBAR MEDICAL” d.o.0. declare under our
sole responsibility that the following products are fully complying
with the Essential Requirements of Directive 93/42/EEC of Medical
devices, Annex VII according to section 5 of article 11.

Standards * IS0 9001:2015 Quality management systems, Requirements
applied: o EN ISO 13485:2016 Medical devices - Quality management
systems ~ Requirements for regulatory purposes
e ENISO 14971:2012
¢ SO 10993 ~ Biocompatibility of products -~ Medical
devices
e  ENISO 14683:2019 Bacteriological filtration efficiency of
surgical masks - Differential respiratory pressure
e SRPSENISO 15223-1:2017 - Symbols used to mark a
medical device and labeling packaging
*  PhJug V/2000 - Microbiological safety of products -
Bioburden (cfu/g)
Notified body: SIQ. Slovenian Institute of Quality and Metrology
Trzaska cesta 2
1000 Ljubljana, SLOVENIA
Notified Body No. 1304
Q Authorized Medical Device Safety Service GmbH (MDSS)
u&v representative  Schiffgraben 41, D-30175
in EU: Hannover, Germany
SiE

ey
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DECLARACION
CONFORMIDAD

PROMASK

PROZVOONIA MEDICINSKIH, STOMATOLOSKIH | ZASTITNIN PROIZVODA ZA JEDNOKRATNU UPOTREBY
9.SEPTEMBAR MEDICALDOOD  mo- 108547827 FELEFON 4381 32 200 200
<§) +MED|CAL Mancw ssor 21021652 cumt o ce@9emadical com
32300 Gorny: Milenosax moratus 1552645376
Velerahi put bb, Sbige 170-30021251000-17  www. Ssmedical com
G. Milanovac. April 23 * 2020, Responsible person:
Zoran Jokanovié¢ director
Digitally signed
Zoran by Zoran
Jokanovic J364038-0910962
364038-091 710200
0962710200 Date: 2020.08.17
145940 4+02'00
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Mascarilla quirarjica

PROMASK

LOTRI c i Stevilka certifikata
| | METROLOGY Gothcatorarmibe

555-15-20-1

CERTIFIKAT O PRESKUSU
TEST CERTIFICATE

naroénik 200 cant ‘9. SEPTEMBAR MEDICAL" d.c.0.
Velered bb, 32300 Gornyji Milanovac
lastnik corer “?. SEPTEMBAR MEDICAL® d.o.0.
Velerel bb, 32300 Gornji Milanovac
vzOorec i Dsebna polobrazna maska
Personal foce half mask
proizvajalec 9. SEPTEMBAR MEDICAL
manutaciures
Identifikacijska $tevilka LOT Stevilka tip maske
centicatan nurmbey OT numbes \ask type
1-5 (SAMPLE 1) 374120 "
vzoréenje zvedel narodnik rezultat ustreza
apling done by appiicant meets
Podrobnosti so podane v poglavju vzergenje. Podrobnosti <0 podane v poglavyu merilne rezultati,
Detodls are given in chapter sampling. Details are given in chapter measurement resulls.
datum preskusa datum odobritve
1ate of test tate of approva
15.06, 2020 19.06,2020
levedel porioomed by edobe il soproved by )
! 2an Kavéie Primot Hafner
} ) Intemally digitally signed odgovorna aseba |
responsable person
digitally signed
date: 19.06.2020

Thes docurnent may be published or forwavded only in Jufl. Sgnative validity con be venfied in slecironic version

R M

Ta dokurment se sme objavipati ab posredovati le v celoti. Verodostopost podpisa se lahko preven v elektronski obliu dokumenta

w.ﬂi"x'_}‘
174
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TEST REPORT

PROMASK

-—
% Htevilka certifikata
l l METROLOGY cortficate number

vzoréenje <urping

mesto
place of sarmpling

preskusnl postopek

1851 procedure

mesto
place of test

*
envronmental condtons

&1. cortitikata uparabljsnih
referentnih etalonev
certficate no. of

reference standards used
sledljivost roceanty

stanje vzorca pri prevzemu
stanje)

state of sample 3t acceptance

(a5 found)

slike viorca
sample petures

555-15-20-1

Vzordenje jo opravil narelnik, ki je poclsl omaZene vzorce v labarator
Sampling wos performed by the applicant who sent the sampies to the laboratory.

“9. SEPTEMBAR MEDICAL® d.0.0.
VelereZ bb, 32300 Gornji Milanovac

Preskus je bel veden po navoddu ML1ON211 - 2 mevjengem padca tlaka pri stalnem pretoku

8 Urmwn na aparatu za doloZange prepusinosti 2zraka, s predhodno pripravijenimi vzorci v skladu 2
evropekim standardom EN 14683:2019+AC:2019 (todka 5.2.3 in ancks C). Preskus se jo opravil na
sredinevzorcy 5 presckom 20 cn, s tem da se pri nastavitvah aparata upostevana zahteva
standarda za preskus na preseku 4.9 o',

The test was carried out the instruction MLIONZ11 - by measuring the
pressure at constont flow rate of 8 Umin on on air permeability tester, with conditioned samples in
accordance with Europeon standard EN 14883:2019+AC:2019 (secton 5.2.3 and annex CL The test
was cormed out 4 the center of the sample torel area of 20 cnv, considerning the requirement of the
standard for 0 4,9 e’ total area when odjusting the tester,

FiLCdo.o.
Laboraton| ~mehanski del, Trata 48, 4220 Skofja Loka
od o dovoljeno odstopanje v Zasu mentev
from to tolerance duning meosurements
temperatura zraka
oir [§™) 234 234 21
relativna
brctsgun R o 522 522 .5

CERTIFIKAT O PRESKUSU 1651 CERTIFCATE

251-250-19-1 KBZ|403-16-406.02.15

Pri izvajanju meritev so bili uporabljers etatoni, ki so slediyvi do nacionalnih etalonov in s tem do
mednarodno podprh realizacij Sl-enot. Sledlpvost je zagotovijena s kabbracijo v ustreznem
kalibracyskem laboratoriju.

The reported measurement values ove traceable to the natonal measuremnent stondards and
m»mmmwmmqmm Troceabslity is ensured by colibrotion
in the refevant colibration

Vzmuhhmvmumdwmwmm
The sarmples were stored in anginal pockeging and without wisible domoge.

Velkost vzorca je / Somple size is: 175-180 mm x 90-95 mm (podatek proizvajalca /
maonufocturer’s information)

vzorci pred preskusom (prejeto stanje) vzorci po preskusy (kongno stanje)
amg pnor 1o the test (os found) samples after the test ks lefd

2/4
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PROMASK

==
® Htevilka certifikata
I I METROLOGY RO
555-15-20-1
postooek prederiorave Predpoprava je bila izvedena po navodilu MLION211 - v klimatski komor v trajanju nagman; 4
andeanng procedure ure pri temperaturt 21 °C 2 1 *Cin relativio viago 85 % = 2,5 % v skladu 7 evropskom standardom
EN 14483:2019 (ancks C).
The conditoning was carmied out foliowing the instruction MLION211 =in the climatic chamber for
of least 4 hours ot temperature 21 *C # 1 *C and relative humidity 85 % ¢ 2.5 % in occordonce with
European stondard EN 14683:2019 (onnex C).
merilni rezultati
dtevilka vzorca zmerjeni padec tlaka menina negotovost zanteva
sample number measured differentiol pressure uncertointy requirement
(Pajerry) Palery) (Pa/erry)
1 122 05 < 40 v
2 18,1 07 < 40 v
3 162 06 <40 v
4 133 0.5 <40 v
S 139 05 <40 v
i 149 AQL &% <40 v
CERTIFIKAT O PRESKUSU ¢ 57 CERTIFILATE strangcooe
374
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TEST REPORT

PROMASK

=
e Stevilka certifikata
| LOTRIC | METROLOGY T

izjava o skladnosti

statement of camaliance

izjava <tatement

merilna

uncenamy

555-15-20-1

Zahteva jo dololena glede na evropski standard EN 14683:2019, 2a padec tlaka (tedka 5.2.7),

Regquirernent 1s occording fo European standard EN 14483:2019 for pressure drop
(section 5.2.7).

7 Merilni rezultats so ZNOTRAJ zahiey.

The meosurement results are WITHIN the requirements.
% Merilni rezultati so ZUNAJ zahtev.

The meosurement resuits are OUTSIDE the requirements.

Izjava o skladnosti je podana brez upoitevanja raziirjene mevilne negotovosti.
Sratement of complionce is based without considenng expanded uncertamnty.

Podans merilni rezultati se nana%ajo izkljutno na preskulane vzorce in izmerjens vrednost v
Zasu menitev, ki ne zagotavijaje dolgotrajne stabilnosti ali razdarjanje rezultatov na ostale vzorce
ol serje vrorcev.

The measurement results refer only fo the tested itern and to the measured values at the time of
measurement, which carry no implication regarding the long term stobility or drsseminating
results to other samples or senes of samples.

n/a - se ne uperablja
n/a - not appicoble

Podana razéinjena merilna negotovost je podana kot standardna negotovost pomnoZena s
faktorjemn pokritja k = 2, kar za normalno porazdelitev usireza intervalu verjetnosti pribbino 95
%. Standardno negatovost smo dolodib v skladu z EA voddom EA-4/02 M: 2013,

The reported expanded uncertointy of measurement is stated as the standord uncertainty of
measurement multipbed by coverape foctor k = 2. which for a normal distribution corresponds to o

coverage probabity of approximately #5 %. The standard uncertainty of measurement has been
determined in accordance with EA Pubdcation EA-4/02 M: 2013,

CERTIFIKAT O PRESKUSU 1657 CERTIFICATE stran;

414
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TEST REPORT
MATERIALES

Mascarilla quirarjica

PROMASK

@ =5

Innovatee Microfibre Technology GmbH & Co.

KG

Mrs. Daniela Schidsser

Gierlichsstrafie 10

53840 TROISDORF

Allemagne

Your motice of Your reference Date

02042020 24042020
Analysis Report 20.01913.01

Required tests :

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

(2019) +AC((2019)

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

(2019) +AC(2019) (differential pressure)

Identification Information given by the client Date of receipt

number

T2007278 1F1020C00N 02-04-2020

Sylvie Niessen

Order responsible

This report may be reproduced, s bong e 45 presented i it entire form, without wrtien permisiion of Cestexhel

The resules of the analdysis cover the received samples. C Bl ks not resporsable B the rep i vencss of the sanples

n ™Y V- e i opana i A et deba i et U e i s wn i o s vosiio.

CENTEXBEL » textile competence contre » wwwcentexbelbo « wwwvke be

GENT + Technologepark 70 « BE-9052 2wipnaarde, Belgum « phone +32 9 220 41 51 « Gax +329 22049 55 » get@contexbel be
GRAC E-HOLLOGNE » Rue du Travad 5 « BE-4460 Grice-Hollogne, Belgium = phone +32 4 206 82 00 + g hcmtexbel be
KORTRUK « Esenewe Sabbelsn 49 « BE-B500 Kortrigh, Belgium = phone #3256 29 27 00 « fax +32 56 29 27 08 « infodpvie be
VAT BE 0459, 218 239 « IBAN BEA4 2100 4729 6545 » BIC GERABERS
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TEST REPORT

MATERIALES PROMASK

v
in
f Analysis Report 20,01913.01
Date 24-04-2020
Page 25
. Reference: T2007278 - 1F1020C00N
Bacterial filtration efficiency
Date of ending the test 14-04-2020
Standard used EN 14683 - annex B (2019) + AC (2019)
Product standard EN 14683 (2019) + AC (2019)
Sample description : Meltblown filter layer for medical face masks - One
layer - White - 20g/m2
Number of tested specimens : 3
BFE Area tested : +49 cm?
Test specimen conditioning : 21 4+ 5°C and 85+ 5% RH
Side of the specimen in contact with the  Inner side
bacterial challenge :
Challenge bacterial strain used : Staphylococcus aureus ATCC6538
Bacterial challenge per test : 1700 - 3000 CFU
= Total test time : 1 min. delivering challenge + 1 min. without
challenge (air flow continuing)
Flow rate : 28.3 V/min.
Positive control Tests performed with no filter material in the air
stream
Negative control Test performed without challenge
Deviation from the standard The test has not been performed on a mask but only

on one layer of the tested material
Test result based on 3 instead of 5 samples

Performed in the microbiological lab under the mposibil-i(v of Yvette Rogister
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TEST REPORT

MATERIALES PROMASK

v

in

f Analysis Report 20.01913.01
Dae 24-04-2020

Page ¥5

Results
B = Bacterial filtration efficiency (%)
_€-1
B= T X 100
With C = mean of the total plate counts for the positive control runs
T = total count for the tested specimen
# test specimen B (%)
1 99.0
2 98.4
3 97.9
Mean particle size of the bacterial 2.8 um
challenge acrosol :
: Controls
Mean positive controls 2290 CFU
Negative control <1 CFU

This test report is valid for products used in relation to the current Covid-19 health crisis and for
products which are not entering the regular distribution channels. Cfr Commission
Recommendation (EU) 2020/403 of 13 March 2020 on conformity assessment and market
surveillance procedures within the context of the COVID-19 threat™

Performed in the microbiological lab under the responsibility of Yvette Rogister
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TEST REPORT

MATERIALES PROMASK

v
in
f Analysis Repert 20,01913.01
Date 24-04-2020
Page 45
= Reference:  T2007278 - 1F1020C00N
Medical face masks - Breathability (differential pressure)
Date of ending the test 05-04-2020
Standard used EN 14683 - annex C (2019) + AC (2019)
Product standard EN 14683 (2019) + AC (2019)
Sample description : Meltblown filter layer for medical face masks - One layer -
White - 20g/m2
Number of tested specimens : 5
Number of arcas per specimen 5 (see figure)
Dimension of the areas : Disc whose diameter is 2.5 cm
Surface arcas : 4.9 ¢cm?
Flow rate : 8 Vmin,
Direction of the air flow : From the inside of the mask to the outside
Test specimen conditioning : 21 £5°Cand 85 + 5% RH
. Deviation from the standard The test has not been performed on a mask but on one layer
3 of the tested material

Figure : Distribution of the areas in the test specimen

0
o540

Parformed in the microbiological lab under the responsibility of Yvette Rogister
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TEST REPORT
MATERIALES

PROMASK

v
in
f Analysis Repoet 20.01913.01
Date 24-04-2020
Page 5/
Results AP
Test Test Test Test Test
specimen | specimen | specimen | specimen | specimen
1 2 3 4 5
Arca A 15.7 18.1 18.1 13.6 14.7
Arca B 17.9 183 15.1 16.1 14.9
Area C 17.5 19.1 14.5 194 16.1
ArcaD 17.9 16.9 16.1 16.1 14.7
Area E 17.5 17.7 18.7 16.9 16.1
Average AP (Pa/em’) 17.3 18.0 16.5 16.4 153

Paformed in the microbiotogical lab under the responsibility of Yvetie Rogister
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REPRESENTANTE

AUTORIZADO UE PROMASK

Mascarilla quirargica

Certificate of
CE-Reqgistration

This is to carity that, in accordance with tha Madinal Davica Diractiva
93/42/EEC. Medical Device Safety Service GmbH (MDSS) aarees to
3 perform all duties and responsibilities as the Authorized Representative
i for;

9. Septembar Medical d.o.0.
Velereé bb
22300 GORNJI MILANQVAC
REPUBLIC OF SERBIA

as slipulated and demanded by the aforementioned Directive, The
German Competent Authority has allocated the medical devices of the
Manufacturer registration numbers as foreseen in:

Annex A dated March 06, 2015

The Manufacturer has provided MDSS  with the appropriate
Declaration(s) of Conformity confirming that the medical devices fuiflll
the applicable requirements of Directive 83/42/CCC. In compliance with
German law, a cafoty officor has boon appointed for Germany.

2015-03-06

.'\)thAr U4

Dr. Huan Sun
Senior Manager Registration
MD33 GinuH

MDSS ' Medicol Device Sofetu Service * Schiffgraben 41+ 30175 Honnover, Germany
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