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Medical Face Masks




\UF PRODUCTION Product information

TECHNICAL DATA SHEET Date: 12/06/2020

PRODUCT MEDICAL FACE MASKS
CLASSIFICATION ma{Z3l

MODEL ZOGEAR

PRODUCT Shingle pleats rectangular face masks with a
DESCRIPTION shapeable nose-piece and two earloops present,
one on each side, to hold mask in place.

The product covers the nose, mouth and chin of the mask wearer. Its purpose is to reduce the
release of air droplets from the airways of an infected person into the environment to limit the
further spread of the infection and to protect the carrier from other environmental hazards.



JUF PRODUCTION

MATERIAL 1st ply Outer Material 25 g/m2 Non-Woven
2nd ply Filter Layer 25 g/m2 Melt-Blown filter
3rd ply Inner Material 25 g/m2 Fluid resistant Non-Woven
Nose-piece Polypropylene (Non-Metal)
Earloops Polyester and Spandex

Latex free

QUALITY Norm EN 14683, Type | and Type Il limit
EN 14683 - EFFICACY TESTS STANDARD / METHOD
Bacterial filtration efficiency (BFE) EN 14863:2019 Annex B 5.2.2
Breathability EN 14863:2019 Annex C5.2.3
Bioburden method validation ISO 11737-1:2018 Annex B.2
Bioburden (microbiological contamination) | EN 14683:2019 Annex D 5.2.5

FIXTURE 3-layer mask body, with nose-piece on the upper edge of the mask and with ultrasonically welded
ear loops inside the mask body.

Mask Body 175 x 95 mm +5mm
Nose-piece 105 +5mm
Earloops 165 mm + 10 mm




JUF PRODUCTION

PACKAGING

SHELF LIFE

STORAGE
CONDITION

QUALITY
ASSURANCE AND

CONFORMITY

COUNTRY OF
ORIGIN

PRIMARY PACKAGING SECONDARY PACKAGING
50 pcs per box 40x50 pcs per box

Size: 18.5 x 10 x 9cm Size: 52 x 39 x 39.5cm
Weight: 180 g Weight: 7750 g

3 years after production date

Store under cool, clean, and dry conditions. Avoid excessive heat (over 40°C or 104°F)

Directive 93/42/EEC
Regulation (EU) 2017/745

(Partly. The entry into force of the Regulation postponed to 26 May 2021 - REGULATION (EU) 2020/561)

EN 14683:2019

LATVIA

SIA “JUF" - Reg. No.: 43603077785 - Manufacture: Aviacijas street 18, Jelgava, Latvia, LV-3004 - Tel.: +371 27 27 0010 - e- mail: info@juf.lv
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JUF PRODUCTION sl

Reg, No: 43603077785
Address: Parka street 26-1,
Eleja pacish, Jelgava county,
Latvia, LV-3023

EC DECLARATION OF CONFORM

No, 20.512.02
SIA TUF declares that this producs complios with the followeng regulitions

MANUFACTURER | SIATJUF

D I t - f Adacyes street 1B, Jelgava, Latva, LV-3004
eC a ra I O I I O PRODUCT MEDICAL FACE MASK

CLASSIFICATION TYPEN

Conformity

The product covers the nose, mouth and chin of the mask wearer. s purposs Is to
DESCRIPTION foduce the redense of air droplets from the alrways of an infected percon Iko the
eovironment to limk the further sproad of the infechan and o protect the carrer from
Other envivormental hazards.

QUALITY Directive S3042/EEC
ASSURANCE AND | jousitatian [£U) 20177745
(ONFOR"’“Y Pty Py avivy oo faree of s Bogaianon pautaend 1o 28 My A30T - SOGIAATOW S8 X854 |

EN Y8683 2019

EN 1aR63 2014 Annox 8 522 Bacterial Nration eMcency MFE)
Fest repovt 20-0647-01

EN 148632019 Annex € 533 Broathablicy
Test repovt 20-0647.402

SO NT3712018  Annex 8.2 aburden method vakdation
Jest repevt 20-0647.03

EN 146832019 AMrex 0525 Baburden [microblosogical contamination)
Test repovt 20.0647.04
This declaraban of conformity s issued under the sole cedporaibility of the
manufacturer, The cbhject of the declaration Identifled above is In confor mety wath
the relevant Union harmonisation legisiation:  Directive SVAZEEC with ity

roguiremants and with the harmorssed standards

We hereby declore that the equipment named sbove hias been designed 1o comply wath the relevans sectjans of
the above referenced standards and maets all essential roguirements of the specified directiyes o~ -

¥ &

Suned  Halbs Podane Signature
Pasitinn ~ Member of the Boarg 7
Lotaton  jelgava, Latvia Dote of saue,; '-.'QM}OGH'.'
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Test
Reports

ANALIST CHIMICO-FISICHE

MICROBIOLOGICHE
d’m BIOCOMPATIBILITA’
a CONSULENZA TECNICA

TECNOLOGIE

Messrs

SIA“JUF

Parka street 26-1, Eleja parish.

. LV-3023 JELGAVA COUNTY LATVIA
Zola Predosa, 100082020
Ref. Your Order del 2020
Test Report N*20-0647-01
DETERMINATION OF BACTERIAL FILTRATION EFFICIENCY (BFE)

Sample description
# Denomination: Face mask
# Code: /
#Llot/
# Stedilization: No
Receipt number: 16211
Receipt date: 26/05/2020
Sampling carried out by: SIA “JUF*

Further information about the sample

Number of testad samples: 5

Size of the area of the specimens: 50 cm®

Side of the test sample facing the challenge aerosal. the internal pan

Test date
The test was started on 08-06-2020 and was completed on 08-06-2020

Test method
EN 14683:2018 Annex B

Equipments and reagents

Vacuum pump "GEO Air Plus”

Modified Andersen Cascade Impactor *TE-20-830"
MMAD nebylizer 3,0 £ 0.3 pm

Colture plates containing TSA

Summary of method

A negative control 5 performed by passing air, without addition of the bacterial challenge, through the
cascade impactor for 2 minutes,

Then the bacterial challenge of Staphylococcus Aureus ATCC 6538, with a concentration of 1,7 x 103 to

3,2 x 103 UFCiml, is delivered to the aerosol chamber.

A first positive control |s performed, by passing the bacterial challenge through the cascade mpactor at a
flow rate of 28,3 £ 0,5 imin for 1 minute, The airflow is maintained through the cascade impactor for 1
additonal minute, for a total test time of 2 minutes.

The control plates are removed from the cascade impactor end fresh plates are placad In order 1o perform
the test on the test samples,

Med. B°E Rl Test Raport N*20-0847-01 Fage 12

VIA BENINE 13- 40009 ZOLA PREDOSA BO — TEL «29-0517552848 ~ FAX +36.0617546822
wiew blochem-bom com E-mail Wwioftsochans-bem coes - CF, o P VA 1T 03531010076 ~ RE A BO-297535

ANALISI CHIMICO-FISICHE

Y MICROBIOLOGICHE
J dm_ BIOCOMPATIBILITA’
CONSULENZA TECNICA

CNOLOGIE

The specimen is clamped in place between the first stage of the cascade impactor and the inket cone of
the nebulization collector and the procedure used for the positive control f8 repeated for each of the 5
specimens (o be tested

After the last specimen has boen tested, a further positive control run I8 performed.

Then all the piates are incubated at 37 = 2°C for a lenght of time between 24 and 72 hours.

After the incubation, for each specimen and conirol run, the number of colonies s counted in order to give
the total number of CFU collected by the cascade impactor,

The Bacteria! Filtration Efficiency (BFE) Is calculated for each test specimen, as a percentage, using the
following formula:

BFE=[(C-T)/C]x 100
where

C is the mean of the tota! plate counts for the two positive control rurs;
T Is the total plate count for the 1est spacimen

Results

Oetermination COMGRI| BPE 0N uyna iit| - Type s mit| B and R S| Type b an R st
Negative control 0

Positve control ron 1 2858

Positive contred ren 2 2872

Potitve control avernge 2855

Test | 5 5.8 295 Incimplance 200 In compance
Tos! 2 7 868 285| Incomplance & 98 In compance
Test 3 9 9.7 265 Incomplance = 06 in campance
Test4 1 9.6 295] Incompiance 230 in compiance
Tos! 5 8 56.7 254| In complance =08 I compance
Sample average 8.2 9.7 295 In compiance =80 In complance

The prosent sest report exdiusively rof%ans 10 the nefemeced est savple
11 the sample has been samplec by tha Customar. 9% resulls are resevrad to the sample as recatved.
The prasent lest fecca may nol e partisly reproduced without Blochem authorization

(¥} Data provided by the C: The y dech P y for Such cata

Test verified by: Buriani Gampaclo, PhD

Issue authorized by:
Head of Laboratory, Giovanni Bassini, Ch_ Eng.
END OF TEST REPORT
Nod. OFE RW0 Test Report N*20.0847.01 Page 212

VIA BENINI 13~ 40085 ZOLA PREDCSA BO ~ TEL +30-051755205 ~ FAX 430061754622
www bochem-cm com E-mat indlo@biochemacn.com - CF a PIVA IT S 1810378 - RLEA DO-2697515
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DETERMNATION OF s ITY ey
Senplo description
# Dacoriniion Face mast
# Code
#lot
# Steriguian No

Further information sbout the sempls
Nymber of lestad spocimens §
Murn‘bmnuwl"w&

Geosenl locaton of the chosen aroas 20 be tewred.

Wi e chosa) B B et

OISO
Spacimens are taken hom one or Mo sampies, depending on the Fwadabio ansa.
Sampn regaraton e teal s parfarmed on the saople feing A wiinkiefree.
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Picturm of e s

Test dale
01082020
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EN 1605 2018 Ao ¢

Bummary of mathed

Each speciman & conditumed ol 22 = 20 ared 10 1 1 0% redabun umssity S0 5 mewmum of 4 hown tefore
he st
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Test
Reports

ANALIST CHIMICO-FISICHE
MICROBIOLOGICHE
BIOCOMPATIBILITA'
CONSULENZA TECRICA
BIOTECNOLOGIE

Messrs.
SIA “JUF
Parka street 26-1, Eleja pansh.
LV-3023 JELGAVA COUNTY LATVIA
Zola Predosa, 08/06/2020
Ref, Your Order del 2020
Test Report N*20-0647.03
DETERMINATION OF A POPULATION OF MICROORGANISMS ON PRODUCTS —
VALIDATION OF METHOD
Sample description
# Denomnation: Face mask
¥ Code: /
#Llot /!
¥ Sterilization: No

N*of tested samples: 5

Receipt number: 16213

Receipt date; 268/0672020
Sampling carried out by: SIA "JUF"

The lest was started on 02/06/2020 and was compieted on OR/08/2020.

Test method
I1SO 11737-1:2018

Summary of practice

Sterile samples have been contaminated with a know conc tion of Staphyk us aureus ATCC
8538 and Candida albicans ATCC 10231, Micro-crganisms were extracted from samples using stenife
physiological saline containing 0,05 % of Tween B0 in mechanical agitation. The extract obtained from
each sample was filtrated through a 0,45 pm sterile membrane filter. One half of the filter was incubated
on Tryptone Soya Agar (TSA) culture medium for 72 hours at 32°C £ 2T to evaluate aerobic

microrganisms. The other half was incubated on Potato Dextrose Agar (POT) culture medium for 5 days
at 22 + 2°C to evaluste recovered yeasts and moulds - Then was calculated the correction factor for each

microrganism.

Mea. ComFimex Rv22

=T VIA BENIMG 13~ 40006 ZOLA PREDOSA B0 ~ TEL +18.081785265 - FAX +30-051754822
Www. ioctem-bam com F-mai

oy of £h W e L
ek By tnes ety

ANALIST CHIMICO-FISICHE
MICROBIOLOGICHE
BIOCOMPATIBILITA’
CONSULENZA TECNICA

BIOTECNOLOGIE

Tos! Rapart N*20-0847-03 Poge L2

com-CF » PIVAIT 03831310076 - REA BO-207535

Results
Staphylococoys aureus ATCC 6538
Contamination Recovered micro-organism
Sample (cfulsamplo) (cfuisampie) Racovery. (%)
1 55 32 571
2 55 44 786
3 56 22 393
4 55 48 821
] 58 50 80.3
Mean value 36.8 69.3
Correction
tactor .
Candida atbicans ATCC 10231
Contamination Racovered micro-organism
Sampls (cfuisampie) (cfulsampie) Racovery (%)
1 294 274 932
2 204 204 694
3 204 200 88.0
B 204 232 789
5 284 170 578
Mean value 216 738
Correction
factor 138
The presant test report exclusvely refers o the redesenced test sampla
If the sample has been sampled by the Cumnu the mmmwnuwteumm
The present test repert may not be Y wihout B
(#] Data pi by ttm C The | y daclines y for such cata.
Test verified by: Buriani Giampaoia, PhD,
Issue autherized by:
Head of Laboratory, Giovanni Bassinl, Ch.Eng,
END OF TEST REPORT
Test Report N*20-0647.00 Page !

VIA BENINI 13~ 40088 ZOLA PREDOSA B0 - TEL +39-051755295 — FAX 428051754622
wWaw Biechem-bem cam E-malt info@bochembon com - CF @ P IVA IT 03531810076 - RLILA BO-267536
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ANALIST CHIMICO-FISICHE
.I MICROBIOLOGICHE
M" BIOCOMPATIBILITA’

E CONSULENZA TECNICA

BIOTECNOLOGIE

Megers,

SIA "JUF™

Parka street 26-1, Eleja parish
LV-3023 JELGAVA COUNTY LATVIA

Zola Predosa, D8/06/2020
Ref. Your Order del 2020

Test Report N°20-0647-04
DETERMINATION OF A POPULATION OF MICROORGANISMS ON PRODUCTS
Sample description
# Denomination: Face mask
# Code: /
# Lot/
# Stenlizatlon: No

N"of tested samples: 5

Recaipt number: 16214

Receipt date: 26/052020
Sampling carried out by: SIA *JUF

The test was started on 03/06/2020 and was completed on 08/06/2020

Test method
ISO 11737-1:2018

Summary of practice

Samples were aseptically treated. Micro-organisms ware extracted from samples using sterile
physiological saline containing 0,05 % of Tween 80 in mechanical agitation. The extract was coliected and
fitered through a 0,45 pm sterlle membrane filter, One haif of the filter was incubated on Triptone Soya
Agar (TSA) culture medium for 72 hours at 32 + 2°C In order to evaluate non-selective aerobic bac teria.
The other half was incubated on Potato Dextrose Agar (POT) culture medium for § days at 22 + 2C in
order 10 evaluate yeasts and moulds. Results were multipbed by correction factor (1.44 — 1.38) obtaned
fram the methed validation (see test report N*20-0 647-03).

Test Report N*20-0047-04 Page 12

s v VIA BENIN| 13- 40066 ZOLA PREDOSA BO - TEL +39-051755205 - FAX +26.051754622
waw Bsochem-bem com E-mat nofibiocrem-bom oo - CF e P VA 1T 03531010570 « REA BO.297538
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ANALIST CHIMICO-FISICHE

MICROBIOLOGICHE

dml BIOCOMPATIBILITA'
= CONSULENZA TECNICA

BIOTECNOLOGIE

d.

Results
Non-selective Moulds
Sample acrobic bacteria (ctusample) Yeast (cfulsample)
(cfulsample)
1 10 4 <2
2 a4 <2 <2
3 4 <2 <2
4 12 2 <2
5 14 < <2
Meoan value 168 <24 <20
Correction factor 144 138 1.36
Corrected value 242 <33 <27
Value per gram 95 <2 <2
SUM OF MICROORGANISMS: <13.5 ¢fu\gram
OPINIONS AND INTERPRETATIONS ~ Not included in ACCREDIA accreditation
Compliance with EN 14683:2019 5.2 5 Microbial cleanliness (Bioburden); In compliance
This present st repor exdusivety refers to the refenenced sst sameln
H the sampie has been sampied by tha Customar. the reulis are referred 10 the sample as receed
The presant test report may not De partially eproduced without Blochem authorzation
(¥)Data p by the C: The ¥ Aity for such cats
Test verified by: Buriani Giampaolo, PhD.
Issue autharised by:
Head of Laboratory Dr. Giovanni Bassinl
END OF TEST REPORT
Mod DictF oo Test Report N°20.0647.04 Page a2
For— VIA BENINI £3- 20000 ZOLA PREDOSA BO - TEL +30-051755206 - FAX +30.061750822

Wwwr biochem-tomoom B-mmsl infofitsocheer-bon.com « CF, @ PIVA IT 035318103718 - LE A, BO-207835
Spnwmry o TA IS ond AAC
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