Deryby salygy
1 priedas

Herbas arba prekiy Zenklas
(Tiekéjo pavadinimas)

(Juridinio asmens teisiné forma, buveiné, kontaktiné informacija, registro, kuriame kaupiami ir saugomi duomenys apie tickejg, pavadinimas, juridinio
asmens kodas, pridétinés vertés mokestio mokétojo kodas, jei juridinis asmuo yra pridétinés vertés mokeseio mokétojas)

Gynybos resursy agentiirai
prie Krasto apsaugos ministerijos

PASIULYMAS
DEL RESPIRATORIAUS PIRKIMO
2020-03-23
(Data)
Vilnius
(Sudarymo vieta)

1. INFORMACIJA APIE TIEKEJA

Tiekéjo pavadinimas, jmonés UAB "MEDITA"

kodas, PVM mokétojo kodas [monés kodas: 110323729
/Jeigu dalyvauja itkio subjekty grupé, | PVM kodas: LT103237219
suraSomi visi dalyviy pavadinimai/
Tiekéjo adresas

/Jeigu dalyvauja ikio subjekty grupe, | P.Baublio 2A, LT-08406 Vilnius
suraSomi visi dalyviy adresai/
Atsakingo asmens vardas, pavardé | Aivaras Pliauckys

Telefono numeris Tel.: (8 5) 272 03 72;

Fakso numeris Faks.: (8 5) 272 01 01

El. paSto adresas El.patas: medita@medita.lt
Banko rekvizitai A/s LT067044060000914603

Banko kodas 70440 AB SEB bankas

Pildoma, jei tiekéjas ketina pasitelkti subtiekéjq (-us)

Subtiekéjo (-y) /subteikéjo (-us) pavadinimas (- | UAB Interlux

ai)

Subtiekéjo (-y) /subteikéjo (-us)adresas (-ai) Avietiy g. 16, Vilnius
Isipareigojimy dalis (procentais), kuriai 100%

ketinama subtiekéja (-us) ar subteikéja (-us)

1. Siuo pasifilymu paZymime, kad sutinkame su visomis deryby salygomis, nustatytomis:

1.1. konkurso sglygose;

1.3. kituose pirkimo dokumentuose (jy paaiskinimuose, papildymuose).
2. Pasiradydamas pateiktg pasililyma, patvirtinu, kad dokumenty skaitmeninés kopijos ir
elektroninémis priemonémis pateikti duomenys yra tikri.



-onjory hrya1d snejeunsyeur ojApoinu apyund
owers osia mpidst efodraredisiou joq ‘oryory hijeld snefewsyew oo1d gz nyardst efodieredssi byresod [eSed snwiyeszn sewrepire} mow owrlored sorueing elweziuesio fonueytad |

‘SI[osney sejonuuojst ‘exunye ‘def, "SIfogney SejonuLIo]s] 'S
SIRI[OZIIP SIEIUNSE[D NS ‘exunye ‘die], SIBI[9ZIIp SIBIUNSE[S NF b4
0s)ele] 9q ‘exqunye ‘die], osyale] og €
(S6ND zddd si34] sofioen|y ‘exunne ‘die] 7d 44 drey stusazew ou SISAT softoenyig T
01ZpAp sne[esioAtun ‘exqunne ‘dieJ, OIZPAP SNB[BSIDATU[) 1
(044 n8120) auigy1o4 41, dip]“* souiun.1A3vd) <IN
squisy1a.x hipyipoa hnyaad huronis of9yar ], TEWIAR[EYID [BIUIUYId) hnyaad Ta
:SOT30] BIA SoQAAES I II SNWIAB[EYIAI SIAPOINU 9sonjuawnyop ownyiid eYunne 1exsisiA saxaid sowoynig
’ "SBUIRYOWoU

INAd huny [op ‘sysezoud opomu s ‘NAJ  UOYOW eryU  nfoyen snpfe  sgswo)  snpuelored  [efed ey ‘stefoare  sieL
‘o1[3[qey od srwIusunRIeys WalAp jueuleade souwlogeli nq LNy SOurey

*SOpIeST solsnfisns NWAPYAA saneins ownyid ns sourened ofoXan sosIA 11 [BISayOW fweow ofoxan ISIA pAyest burey owA[nised |

NAJ s (101zp0z puipy puiopoini) 19 (S SeInd SEUSIA JUIISIPSELINGIY Tepuls 1uA)dos 1e1ue)syng 159§ JWISIPIAP eIA eurey] owk[nised eipuag

INAd 29 (s1012p0z puipy pwopo4nu) 33 (( hind SEIWIS SBUDIA [E1QUE)SHN) NP JWISIPIAP BIA eurey ow[nised eipuag

-&Snepues oruweyi 41 onpPRD] A — BwnArIeys [udunuIe BN 1IN suley ejdpoanu d(APdIms 6 11 8 s °d

(efturyy “pr1
0D SuiaBa M
BuryorD
StejLurf
uenng) ysew
[eJ1paW GON 00°1¥L'9C 00°001°C¢ 1498 % %I1T ov'c 00S 9 JuA snuojeaidsay | °1
0l 6 & L 9 3 14 £ 4 I
(quowt ‘syjes) WAd WAd
sefojurued Uxp) (cxp) ns any (-o0ad) aq any UM
‘sewrquipeaed INAdJ DS NAd ‘srareyi SIpAp ‘stureql 9 SPpany JuA seuuipeakd AN
s[unpPIg anjy ‘eureyeapudg | 3q JIn ‘euley vIpUdg | O0JIUAIA NWAd 0JOUJIA | SN[BUWISYEBIAl | "ABIBIAl saIg ™

amuawe)redop hyeyaa hlfhupuaq solidysiuur sognesde ojseny] reriojedidsas — rerpep ownjard | 3ya1d ki swornis o



‘opyeny hiya1d snefewsyew ojApornu aypjund
owerg osia nyadst efoSeredisiou 1oq ‘onyery hiyaid snefeunssyewr -ooxd (7 nyudst efosioredssi iyraod [eded snwANeszn seurepy1s) MW ounfores sorueing efoeziuedio foRueysa |

-o1o[qey od sIuruaw)Ieys walAp jueulfeade sowoseli nnq Lny sourey
‘SOpIR[S! SOISN{Isns NWAPYAA sorpreins ownyiid ns sowrenned 0faya1 SOSIA 11 [R1PSIOW [ our ofo3aT) ISTA nAyeyst turey owAnised |

NAJ 1S (51017p0Z puiny puiopo4ni) 19 (( hand reyuurs Linydy 1 iugue)syn) exyIonudiA rejuls LNJdY eik eurey owAnised eipuag

oA ® “A =

INAJ 29 (s1v1zp0z vUIDy DWOPOnY) 3D (¢ hand hiJue)sH D) JWISIPSLLINGIY [eJwIs SAT) eIL eurey ouwAnised eapudg

-£3nepues orureyl a1 oIy "A') — buuraeiieys jupsunLie PHNE 1IN Burey vjipoinu dLpdmis ¢ 118 'S °d

(eftury “py]
"0 Suiaeopy
urpord
Steluif
ueynd) yseur
[EQ1PIW SEN 00007 [ 1¥ 00°000°0¥€ 14184 %1¢ Ov'e 000 001 Jus snpiojedsay | 1
01 6 & L 9 S /4 £ 4 [
(quoui *sies) WAd WAd
sefoyurued xp) (cxp) ns ang (-o04d) aq ang "
‘sewrruipeaed JAA S NWAd ‘stureyi SIpAp ‘stureyi 9 SDpPY JuA seurruipeaed AN
STUDRIJ any ‘eureyvipudg | 3q In7 ‘eurey vIpudg | OJIUNA NAd 0)QUAIA | SNBWISHBIA | ‘ABIBJAl sMRIg §iic|
:INQE)§ SOGAUAD) SqUIWONLIBY SOANJAIT 1eLiojeidsa.l — rerep ownpaid 7 5yaid Bis swonis so|n
((@am) Dad/zr/€6 24102410
20142p [DIIPAPN AJIUA0fuU0)) JO 21DOY1142))
nwiA[nised ns nyey elidoy ojuswnyop
onueuniajed ewenyied) npuez 4D
ryurpuazed gjonjed sof / 9yaid ‘equnne ‘die], npjusz g0 ejuipuezed nnq uny onsed sof eqre aya1d ey '8
‘nudjnisnd
ns npivy vlidoy ojuawnyop opuvuRiAgvd
PUDIY12]DJ “SNWIAB[EYI21 OLRPUL)S 107 €891 | (nzow owpy1a3pd owdjnisvd vloynd svuiiavjvy1a.) efidoy oyuswnjop oueuniajed
NJ :0R1eABISA] exunne ‘eunne ‘drey, IIojed SNUIIAR[ENIO] OMEPUE)S OIQ10ARISAT BQIE 600C: [V+ 100T:671 N HYHHE UL L
(alAyuis saisou nwirunsyurted
I1 myjrysneds nwefonuuo ns) oproa aud (alKyuis sarsou
sAyuepun|3ud reauo| It reuepues ‘exunye ‘dref, nwrungyurwed 11 nynysneds nwefonuwo] ns) oproa aud sAjuepun|3ud reA3u9| 11 reLIEpURS ‘9




((@am) oad/ce/€6 242247
20142p [VoIPapY M1uLi0fuo)) f0 21voY1142)
:nwiA[nised ns nuey elidoy ojuswnop
opueurpialed ewenfoled) npuez 4D
ejurpyuazed gjonyed sof / 9xad ‘equnie ‘die], npyuez g eyurpuazed nng uny sjoned sof eqre aya1d ned '8
‘nwdjnisvd
ns nyivy vlidoy ojuawnyop opuvuldgvd
PUDIYI2ID4 “SOWIAR[EYIOL OLIEpue)S 102 €891 1 (ngaw owry1a3vd owdjnispd vloynd spuiapjvy1a.4) elidoy ojuswmyop orueuriajed
NH :0R10ABISA] exunie ‘eYunne ‘dey, IIje  "SNUIAR[EXIS) OLEpUEIS OI10ARISA] BqIe 600T: IV+ 1007671 NH Bnye uny L
(olKyuis sarsou nwiunsyurured
1 nymsneds nurefonuiof ns) oproa sud (alKyus sarsou
sKyuepun3ud rea8ug| 11 reuepues ‘exunye ‘die], nuwiungyurwed 11 nynsneds nuwefonwioy ns) opraa aud sAjuepun(3uid reAud] I1 leLepUES ‘9
"sIjosney| sejonuuojst ‘eunne ‘diey, "SI[osNEY| SB}oNnULIOJS] S
SIBI[OZIIP STRIUIISE[d NS ‘exyunye ‘dief, STRI[9ZJIIp STRIUNSE[d NS b
osyale] 2q ‘eyunne ‘dref, osyo1e] 9g ‘€
(S6NDD) TdAA s134] soleny ‘eyunne ‘dref, Td.44 drey spusozew au SIA] sofoen[ig T
OIZPAPp snejesidAlun ‘exunne ‘dief, OIZPAp SNEB[BSIdATU() 1
(044 n3121) auigy1a4 41 | dip]** souuns1agod) <IN
sousyra.1 hipyipoa hjaad hwognis ofexar ], FRWIAB[EYIA [BIUIUYdd) hinjaad N Lic |
:SODY0} BIX S2qAAES Dl Ir SNWIAR[ENIOI SNIAPOINU 9sOMUaWNOp ownyId eYunie eysisia saya1d sowo[ns
. "SEWROWaU

INAd huny [9p ‘susezoud opomu sif INAJ UeYow eDyRIOU  Infen smiye s9s1o)  snipueforeS  [eSed ey ‘swloae sl



Tiekéjas patvirtina, kad prekés bus pristatytos prekiy vieSojo pirkimo—pardavimo sutartyje
numatytomis pagrindinémis salygomis ir adresais.

Tiekéjas patvirtina, kad yra susipazings ir sutinka su PerkanCiosios organizacijos
pateiktomis sutarties sglygomis.

Tiekéjas pasiraSydamas pasialyma patvirtina, kad prekés atitinka techningje
specifikacijoje (Deryby sqlygy 2 priedas) nustatytus reikalavimus.

Kartu su pasitlymu pateikiami Sie dokumentai:

Eil. Pateikty dokumenty pavadinimas Dokumento puslapiy skaicius
Nr.
1. Gamintojo CE atitikties deklaracijos dokumento | 1 psl.

kopija — Certificate of Conformity
2. | Gamintojo EN 14683:2014 standarto reikalavimams | 19 psl.
atitikimo dokumento kopija — Test Report Standard
(s): EN 14683:2014

Pasiiilymas galioja iki termino, nustatyto pirkimo dokumentuose.

Si pasitilyme nurodyta informacija konfidenciali (perkancioji organizacija Sios informacijos
negali atskleisti tretiesiems asmenims):

Dokumentas yra jkeltas Sioje CVP IS
Eil. Pateikto dokumento pavadinimas pasililymo lango eilutéje (,,Prisegti
Nr. (rekomenduojama pavadinime vartoti Zodj dokumentai‘)
..Konfidencialu®)

Dalyviui nenurodzius, kokia informacija yra konfidenciali, laikoma, kad konfidencialios
informacijos pasiiilyme néra ir vadovaujantis VieSyjy pirkimy tarnybos direktoriaus 2017 m.
birielio 19 d. jsakymu Nr. 15-91 laiméjusio dalyvio pasiiilymas ir sy juo pasirasyta sutartis bus
vieSinama pilna apimtimi.

Direktorius Aivaras Pliauckys

(Tiekéjo arba jo jgalioto asmens
pareigy pavadinimas)

(Vardas ir pavarde)

¥~ Usdaroji (& ..\_
/ akciné bendrovr \oN

Joint-Stock ’l : ,r
Company i



CERTIFICATE OF CONFORMITY

Certificate No.: VIC200309-CJLL-3994
The Certification Body of
VIC TESTING AND CERTIFICATION LTE

licant:

Ma@ rer: PUTIAN JINLILAIS CLOTHING WEAVING CO., LTD.
Add: FENGSHAN VILLAGE, HUANGSHI INDUSTRIAL PARK,

LICHENG DISTRICT, PUTIAN CITY 555
Product: Medical masksk gl
Model No.: KN95 mask, Medical disposable mask, Medical disposable surgical f‘;{;;

mask il
Report No.: DN20200309-FJLL17-CE-S m{:
Complies with the requirements of the Medical devices Directive 93/42/EEC (MDD) '“:
. The submitted products have been tested by us and found in compliance with the ~,ﬁ
following European Standards: e

EN 14683:2014

products. It does not imply an
be!oy can be afﬁx

Signature: QWM WM&

Steven White ;’»,L

Date of issue: Mar. 09, 2020 s
Expiry Date: Mar. 08, 2025 2
ey

VIC TESTING AND CERTIFICATION LTD .'

Add: CHASE BUSINESS CENTRE (CHD) 3941 CHASE SIDE LONDON, N14 5BP, U.K

Email: Info@victesting.com Website: www.victesting.com



VIC

Test Report

Report No.: DN20200309-FJLL17-CE-S
Applicant:  PUTIAN JINLILAIS CLOTHING WEAVING/CO.,
= ) B! / ‘I: .-'I ' ,-'..' .'l‘.': i ,

b

s P 1 11
e, £ ¥ il )V "t §

." 3 ] ."‘. 7 =Y : '; A ‘|" .'f ] T ] .'I f ! — 5
j f 7 ¥ o o B

| Product! |, || Medicalmasks

\ M/ L

"/ standard(s): EN 14683:2014

VIC TESTING AND CERTIFICATION LTD



VIC TESTING AND CERTIFICATION LTD VIC

TEST REPORT
EN 14683:2014

Medical face masks
Requirements and test methods

Report Number.........cccoinricniniiinannnns : DN20200309-FJLL17-CE-S
Tested by (name + signature)........ :
Peter Chen
Approved by (+ signature}.............. :
David Zhang
Date of issue. 1 2020-03-09
Total number of pages...........cccoeeuuee 17
Name of Testing Laboratory P
preparing the Report..............cecuee. ¢ VIC TESTING AND CERTIFICATION LSI'-ED ) y
Address : CHASE BUSINESS CENTR HD I;"Q-A C;‘;! ?%}@E
ONDON N4 588Ny | (L)) /1) )/
Applicant’s name rfrﬁ:\l ,~ .{ r g? éhﬂ {Niﬂfﬁ’lSﬂlﬂfH}{'G[WE ING co., Lﬁ?
.

4
Addrggss.:.. e WAL el /(0] HE REﬁgs HAKA/ItAGE, HUANGSHI INDUSTRIAL PARK, LICHENG

/ {ﬁj’{ 0 ) j; rfﬂj' V7L f)téT’FilCT PUTIAN CITY

S S
Mar‘iﬁ’facturer’s NAME....oiiniininirannnnns ¢ PUTIAN JINLILAIS CLOTHING WEAVING CO., LTD.
Address R P PPN OOt : FENGSHAN VILLAGE, HUANGSHI INDUSTRIAL PARK, LICHENG

DISTRICT, PUTIAN CITY

Test specification:

Standard : EN 14683:2014
Test procedure : CE
Non-standard test method.............. I

Test item description............ccoueceneeee :  Medical masks
Trade Mark e

Model/Type reference.............cceen.e... : KNS5 mask

Medical disposable mask
Medical disposable surgical mask

The test results presented in this report relate only to the object tested. This report shall not be reproduced,
except in full, without the written approval of the Laboratory. The authenticity of this Test Report and its
contents can be verified by contacting the Laboratory, responsible for this Test Report.

Report No.: DN20200309-FJLL17-CE-S Page 1 of 17



VIC TESTING AND CERTIFICATION LTD VIC

Summary of testing:

Tests performed (name of test and test clause):

Full tests of the following standard:
« EN 14683:2014

The submitted samples were found to comply with the requirements of above standards.

Possible test case verdicts: = !? ,
- test case does not apply to the test object............ : N/A {f/ ) ?’r’r \ ) {f‘ Ir,e’ /
. : PRI

- test object does meert;\_e reQUlremsqL......:‘....’.}.H.’.ri \[_L /;Pa,?a)t y , g ;; f L;}‘/tj I g JE) /

- test object does not e,rofalrpt??q = IF (F3il) C= Y o
r:j ﬁ F: {L H ,%I &

Testﬁ'l ,e}L E' ;\j el bkl

Dat¢ ¢f receiptof test item : 2020-03-08

Date (s) of performance of tests : 2020-03-08 to 2020-03-09

General remarks:

Throughout this report a [£] comma / [[] point is used as the decimal separator.

General product information:

The product is intended to be used as medical face masks intended to limit the transmission of infective
agents from staff to patients during surgicalprocedures and other medical settings with similar
requirements..

Report No.: DN20200309-FJLL17-CE-S Page 2 of 17



VIC TESTING AND CERTIFICATION LTD

VIC

EN 14683:2014

Clause

| Requirement + Test

‘ Result - Remark

| Verdict

4

Classification

Medical face masks specified in this European
Standard are classified into two types (Type | and
Type Il) according to bacterial filtration efficiency
whereby Type Il is further divided according to
whether or not the mask is splash resistant.

X Type | OType ll

Requirements

5.1

General

511

Materials and construction

The medical face mask is a medical device,
generally composed of a filter layer that is placed,
bonded or moulded between layers of fabric.

Filter layer composed.

W | V|V | DT

The medical face mask shall not disintegrate, split
or tear during intended use.

Not disint:

s ff’*/a.

Pl dli ),

In the selection-of the flfag: nd, layeF matefials; / Ollg
attentlon sfxagin.? 3 to-e!e:ahlj 5 @bl?eieﬁﬁr

ate; mat‘t | If L

'L._./

tcoﬁsidered

f\ll ness has beeh’™

r%@uwﬁup

““The medical face mask shall have a means by

which it can be fitted closely over the nose, mouth
and chin of the wearer and which ensures that the
mask fits closely at the sides.

Medical face masks may have different shapes
and constructions as well as additional features
such as a face shield (to protect the wearer
against splashes and droplets) with or without
anti-fog function, or a nose bridge (to enhance fit
by conforming to the nose contours).

5.2

Performance requirements

5.2.1

All tests shall be carried out on finished products
or samples cut from finished products, if
applicable in their sterile state.

Carried out on finished
product.

522

Bacterial filtration efficiency (BFE)

Type l; 295 %

When tested in accordance with Annex B, the
bacterial filtration efficiency (BFE) of the medical
face mask shall conform to the minimum value
given for the relevant type in Table 1.

BFE was tested in
accordance with Annex B.

523

Breathability

< 29,4 Pa/cm?

When tested in accordance with Annex C, the
differential pressure of the medical face mask
shall conform to the value given for the relevant
type in Table 1.

Breathability was tested in
accordance with Annex C.

5.2.4

Splash resistance

Not required.

N/A

Report No.: DN20200309-FJLL17-CE-S

Page 3 of 17



VIC TESTING AND CERTIFICATION LTD

VIC

EN 14683:2014

Clause

| Requirement + Test

I Result - Remark

| Verdict

When tested in accordance with 1ISO 22609 the
resistance of the medical face mask to penetration
of splashes of liquid shall conform to the minimum
value given for Type IIR in Table 1.

N/A

5.2.5

Microbial cleanliness (Bioburden)

< 30 cfu/g

When tested according to EN ISO 11737-1 the
bioburden of the medical mask shall be < 30 cfu/g
tested.

Bioburden was tested
according to EN ISO 11737-
1.

EN ISO 11737-1 specifies requirements and
provides guidance for the enumeration and
microbial characterisation of the population of
viable microorganisms on or in a medical device,
component, raw material or package.

To determine the mask’s bioburden according to
EN ISO 11737-1, follow the procedure below:

nimum.5.(five), b am iteh i v
nme:cgéa!;ib fps'; an A % ;—-

The number of masks‘that shall be testad |5 il

fﬁz’/

whfeaéh {nqs(k kg[S

Weights were recorded.

+“packaging and placed in a sterile 500 ml bottle

 pbil)
frhefull nﬁaélé‘ré aseptically removed from the
containing 300 ml of extraction liquid (1 g/l

Peptone, 5 g/l NaCl & 2 g/l polysorbate surfactant
20 [e.g. Tween 20, Atkest TW 20]).

Extraction liquid: 300 ml.

The bottle is laid down on an orbital shaker and
shaken for 5 min at 250 rpm.

Shaken: 250 rpm.

After this extraction step, 100 ml of the extraction
liquid is filtered through a 0,45  filter and laid
down on a TSA plate for the total viable aerobic
microbial count.

Filter: 0,45 p

Another 100 ml aliquot of the same extraction
liquid is filtered in the same way and the filter
plated on Sabouraud Dextrose agar (SDA) with
chloramphenicol for fungi enumeration.

The plates are incubated for 3 days at 30 °C and 7
days at (20 — 25) °C for TSA and SDA plates
respectively.

30 °C: 3 days;
20 °C-25 °C: 7 days.

The total bioburden is expressed by addition of
the TSA and SDA counts.

In the repont, indicate the total bioburden per mask
and based on the mask weigh, the total bioburden
per gram tested.

5.2.6

Biocompatibility

In accordance with EN ISO
10993-1.

According to the definition and classification in EN
ISO 10993-1, a medical face mask is a surface
device with limited contact.

Report No.: DN20200309-FJLL17-CE-S

Page 4 of 17



VIC TESTING AND CERTIFICATION LTD ‘ IC

EN 14683:2014

Clause I Requirement + Test ‘ Result - Remark ‘ Verdict
The manufacturer shall complete the evaluation of | In accordance with EN ISO P
the medical face mask according to EN ISO 10993-1.

10993-1 and determine the applicable toxicology
testing regime.

The results of testing should be documented P
according to the applicable parts of the EN ISO

10993 series.

The test results shall be available upon request. P

As a minimum, EN ISO 10993-5 and EN |SO
10993-10 shall be considered. 5.2.7 Summary of
performance requirements

527 Summary of performance requirements a Bacterial filtration P
efficiency (BFE): 2 95%;
b  Differeptial ressu(e.w /1
294 P glomfy? l v/
- —~ SN plaétir Sistanok P
) O PN e l‘;' la[' ressﬁre)e ot kel ﬂ{

i P, Ao =
) ) xb Yo 1/ til‘_,'f 1A E-Microbial cleanliness: <
[ [ G N 30 cluig.
P VB
L-'r A Table 1 - Performance requirements for medical face masks
Test Type [® Type Il Type lIR
Bacterial filtration efficiency 295 298 298
(BFE), (%)
Differential pressure (Pa/cm?) <294 <294 <490
Splash resistance pressure (kPa) Not required Not required 2 16,0
Microbial cleanliness (cfu/g) <30 <30 <30

a Type | medical face masks should only be used for patients and other persons to reduce the risk of
spread of infections particularly in epidemic or pandemic situations.
Type | masks are not intended for use by healthcare professionals in an operating room or in other
medical settings with similar requirements.

6 Labelling and information to be supplied

Annex |, §13, of the Medical Devices Directive P
(93/42/EEC) specifies the information that has to
be specified on the packaging in which the
medical face mask is supplied.

The following information shall be supplied in P
addition:

a).... umber of this European Standard,; EN 14683:2014 P
b).... type of mask (as indicated in Table 1). Type |

EN ISO 15223-1 and EN 1041 should be
considered.

Report No.: DN20200309-FJLL17-CE-S Page 5 of 17



VIC TESTING AND CERTIFICATION LTD

VIC

EN 14683:2014

Clause

‘ Requirement + Test

l Result - Remark

| Verdict

A

Information for users

When breathing, speaking, coughing, sneezing
etc., one releases smaller or larger amounts of
droplets of secretions from the mucous
membranes in the mouth and nose.

The majority of the nuclei are between 0,5 ym and
12 ym in diameter and especially the larger
droplets can contain micro-organisms from the
source site.

Nuclei: 0,5 pm - 12 pm.

Nuclei can subsequently spread through the air to
a susceptible site such as an open operating
wound or sterile equipment.

The medical face masks intended to be used in
operating rooms and health care settings with
similar requirements are designed to protect the
entire working environment.

It was designed to protect
the entire worklng f'" ]

enwronm?nt, )|
‘ } L'; .f'll l‘n' { }f)' I'

/.

7

This standarr.d.dqscnbes,!tﬂo typ eH}C:/ -%é

masks with §s7c}5: ate?,ipm qqtuh Je .Fis_j. { ~\ =

)Mﬂ mkd o Gl Hebd /

As E}Hlnl umy; Typed h%@ir— {age\maéks are

for ;Taﬁl#ﬂiédu—érﬂér to reduce the risk of the
ﬁspt ad of infections, particularly in epidemic or
pandemic S|tuat|ons

Type Il masks are principally intended for use by
healthcare professionals in an operating room or
other medical settings with similar requirements.

Type | medical face mask.

N/A

A special case, also covered by the European
Medical Devices legistation, is that in which the
wearer wishes to protect him/herself against
splashes of potentially contaminated fluids and
particles that are created in the surgical
environment, e.g. by the use of electro-cautery
devices.

If the intended use of the mask is to protect the
wearer against infective agents (bacteria, viruses
or fungi), the use of a respirator device should be
considered.

N/A

Performance requirements for respirators are the
scope of EN 149.

In accordance with EN 149.

The level of efficiency offered by a mask depends
on a number of factors such as the filtration
efficiency, quality of the material and the fit of the
mask on the wearer’s face.

Different designs are suited for different
applications and the careful choice of mask is
therefore important in order to achieve the desired
result.

The filtration capacity of mask materials can vary

depending on the filter media.
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The fit of masks varies considerably from those
which are held in place by ear loops fastened
behind the wearer’s ears to those with tie bands
around the head and a nose clamp that can be
shaped to the wearer’s nose.

Can be shaped to the
wearer's nose.

P

The effect of a very good or less good fit can be
tested in vivo whereas the filtration efficiency may
be reproducibly tested in vitro.

Effect can be tested in vivo.

The considerable variations in results when masks
are tested in vivo results in the need for large
groups of test subjects and observations.

No any variations.

N/A

It is thus usual to characterise mask performance
using in vitro tests of the material from which the
mask is made.

It is, however, important to consider the fit of the
mask carefully when a mask for a certain
?Q 'S_UCh 0

LA furtiter f cfor*f‘rp”ﬂ éﬁgiﬂ?

application is chosen. U should req
|nforrnateor5rfmﬁ1~,the|r supp elrs Y n y!

ihb ,ea&:acﬁy m"
m the exhaled air

thgg’ ask o' bborb'mél
\aiftain its performance over a

her

.Jfoﬁﬁer period of time.

The more advanced designs easily maintain their
performance throughout even very long
operations whereas the less advanced ones are
intended only for short procedures.

The contamination risk resulting from hand
contact with a used mask means that it is
essential that the mask is taken off and disposed
of when no longer worn over nose and mouth.

No longer worn over nose
and mouth.

When there is a further need for protection then a
new mask should be put on.

No further need for
protection.

N/A

Touching a used face mask or putting on a new
one should always be followed by a full hand
disinfection procedure and a used mask should
always be disposed of when no longer needed or
between two procedures.

In summary, to use an appropriate mask is an
effective means to protect the working
environment from droplet contamination from nose
and throat during health care procedures.

Masks with very different performance are,
however, available.

Without very different
performance.

N/A

Therefore such factors as infection risk and mask
fit should be carefully considered when choosing a
mask.
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B Method for in-vitro determination of bacterial filtration efficiency (BFE) P
WARNING: P
«...... Staphylococcus aureus is a pathogen. P
s......The relevant national provisions by law and P

hygienic instructions when dealing with
pathogens shall be complied with.

B.1 Principle
A specimen of the mask material is clamped P
between a six-stage cascade impactor and an
aerosol chamber.
An aerosol of Staphylococcus aureus is P
introduced into the aerosol chamber and drawn
through the mask material and the impactor under /7
vacuum. /mm _ H/E'
The bacterial filtration effu:uancy of the mas(k N U U U U P
given by thg_nuni;ber of £ ):y fqm‘i Ez" f’ 'Q

_—— | Passin thfo hg?rh
} ,_--“/l eQasa e?§g zﬁf}q’nu \be
f 1/} ;Elf y fo 119 ls_ tih the challenge
LY

B.ZLJ Reagents and materials

B.2.1 General P
B.2.2 and B.2.3 describe commercially available P
solutions of tryptic soy agar and tryptic soy broth.
Other variants may be suitable. P

B.2.2 Tryptic soy agar P
Formula/liter: P
»_.....Enzymatic digest of casein............ccccocceeeeees | 15 @ P
»......Enzymatic digest of soybean meal................. [ 5@ P
o......Sodium chloride...........cccccerereeerceverrercrcerereriene b | 59 P
T L 1| B R R e e A IR LY | P
e.....Final pH..... 73+02at25°C P

B.2.3 Tryptic soy broth P
Formula/liter P
»......Enzymatic digest of casein............ccovvervnenenl | 17°@ P
»......Enzymatic digest of soybean meal.................. :13g P
e......Sodium chloride.........cccoooverevrininciisiricrenn D | 5@ P
»......Dipotassium phosphate..........cccoccccoiicninn? | 2,69 P
0. DEXITOSE. ...t | 2,D°@ P
o FINAl PH. et | 1,320,288 25 °C P
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B.24

Peptone water

Formulalliter

o Peptone. ...

1049

o ....S0dium ChIOFIde.....c.cooueiriirerecinrrieseeeir e seereeees

59

s...... Final pHannnaasanmnanassassaamt

72+0,2at25°C

B.2.5

Culture of Staphylococcus aureus ATCC 6538,
growing on tryptic soy agar slants

U|(UV|TV|T0T|TV|T

B.3

Apparatus

T

B.3.1

Six stage cascade impactor

)

B.3.2

Nebulizer, capable of delivering particles with a
mean size of (3,0 £ 0,3) ym when in contact with
the impactor

3,1 ym

B.3.3

Aerosol chamber, glass 600 mm long and 80 mm
in external diameter o /ﬂ”l A}

ik

B.3.4

B A

E[&w rate% fmin. £/ P

B3.§ I/,

(-—-.

r}’ ure @ﬁa&h bt feasuring a pressure

kP an accuracy of £ 1 kPa

35 kPa P

B.36

Erenmeyer flasks, 250 ml and 500 ml capacity

B.3.7

Peristaltic or syringe pump, capable of delivering
0,01 mlmin

0,01 mi/min P

B.3.8

Vacuum pump, capable of maintaining a flow rate
of 57 I/min

Flow rate: 57 /min. P

B.4

Test specimens

Test specimens shall be cut from complete
masks.

Each specimen shall be minimum 100 mm by 100
mm and shall include all layers of the mask in the
order in which they are placed in the complete
mask.

The number of specimens that shall be tested is
minimum 5 (five), but can be greater and shall be
increased if necessary to allow for an AQL of 4 %.

5 specimens P

All specimens tested shall be taken from
representative areas to incorporate all/any
variation in construction.

Unless otherwise specified, the testing shall be
performed with the inside of the medical face
mask in contact with the bacterial challenge.

Each test specimen shall be conditioned at (21
5) °C and (85  5) % relative humidity for the time
required to bring them into equilibrium with
atmosphere prior to testing.
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B.5 Preparation of bacterial challenge
Staphylococcus aureus (see B.2.4) shall be 37 °C for 24 h.

inoculated into 30 ml tryptic soy broth in an
Erenmeyer flask and incubated with mild shaking
at a temperature of (37 £ 2) °C for (24 £ 2) h.

The culture shall then be diluted in peptone water | 5 x 10° cfu/ml P
to give a concentration of approximately 5 x 105

cfu/ml.

The bacterial challenge shall be maintained at (2 2300 cfu P
200 + 500) cfu per test.

The bacterial challenge shall be determined on P

the basis of experience and previous positive
control plates (see B.6.3) and the dilution of the

challenge suspension adjusted accordingly. L~ _ﬂ' e

Tnsmen sl et bt ratense 1200 [0V
B.6 B.6.1 Procedure[“""} ﬂr/f/“\[‘;//ﬂjf{v[c;jlfu S C//’ P

/'%J Ags@?ﬁble,ﬂhe a‘p{:bﬂaﬂtﬁjgg@'@ iﬁauéwMe P
wii Wﬁhaﬂ;sﬁ? 84

B.Séf L ,,Eféh*(ler the bacterial challenge to the nebulizer P
using the peristaltic or syringe pump.

B.6.3 Perform a positive control run without a test Flow rate: 28,3 I/min. P
specimen. Initiate the bacterial challenge by

turning on the vacuum pump and adjust the flow
rate through the cascade impactor to 28,3 I/min.

Deliver the bacterial challenge for 1 min. P
Maintain the airflow through the impactor for 2 2 min P
min.

Then remove the plates from the impactor.

Ensure that each plate is numbered to indicate its P
position in the impactor.
B.6.4 Place fresh plates in the impactor, fix a test P
specimen in place and repeat the above
procedure.
B.6.5 Repeat this procedure for each test specimen. P
B.6.6 After the last test specimen has been tested, P

perform a further positive control run.

B.6.7 Perform a negative control run by passing air, 2 min P
without addition of the bacterial challenge, through
the cascade impactor for 2 min.

B.6.8 Incubate all the plates at (37 + 2) °C for (48 £ 4) h. | 37 °C for 48 h. P

Report No.: DN20200309-FJLL17-CE-S Page 10 of 17



VIC TESTING AND CERTIFICATION LTD

VIC

EN 14683:2014

Clause ‘ Requirement + Test ‘ Result - Remark I Verdict
B.6.9 For each specimen and control run, count the P
number of colonies on each plate and add up the
counts to give the total number of cfu collected by
the impactor using the “positive hole” conversion
table1) in accordance with the instructions of the
cascade impactor manufacturer (stages 3 to 6).
For the two positive control runs, take the mean of P
the two totals.
From the positive control plates calculate the P
mean particle size of the bacterial challenge
aerosol using the “positive hole” conversion table
in accordance with the instructions of the cascade
impactor manufacturer.
B.7 Calculation of bacterial filtration efficiency P
F
For each test specimen calculate the bacterial =(C- TNC i‘ J'i 1 ” // P
filtration efficiency B, as a percentage, using the __| -E‘{he m‘tg’l{ £/
formula... — rr; g T, :::;3‘5';"@ fcou‘ni?qf the t ke ) /
;F* ] .—\[(" A ) ;" ;-’;’ @J;‘ E/'x" r_“‘,—/" ve control funs; E Z
J £ ()] { f =i} LE 7\~ Tis the total plate count for
1/ tN WG\ e the test specimen.
B.BU k‘ﬁ’{ repo%i] - a number and date of this P
European Standard;
b lot number or batch code
of the masks tested;
¢ dimensions of the test
specimens and the size
of the area tested;
d which side of the test
specimen was facing
towards the challenge
aerosol;
e flow rate during testing;
f mean of the total plate
counts of the two positive
controls;
g mean plate count of the
negative controls;
h bacterial filtration
efficiency for each test
specimen.
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Principle of BFE test apparatus
Bacterial Syringe 2 . N . N
suspension pump Nebulizer > Air sampler > Condenser
High Water
pressure air inlet/outlet
. L, " Vacuum .
Air outlet HEPA filter [« pump < Flow meter
Y fi 1/7
£ ) )i §
) { J r;"!{f',? ti Lj/
Fal ] P f._- 1 O ,/-} ! Y ] J'EJ
N LN A 2 AN
= ] ag . T\ 71T
: o/ .'! (-
f ; e
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C

Method for determination of breathability (differential pressure)

P

C.1

Principle

A device which measures the differential pressure
required to draw air through a measured surface
area at a constant air flow rate is used to measure
the air exchange pressure of the medical face
mask material, as shown in Figure C.1.

- | [

el

measure the differential P@SSUH‘E 3 7ea i /

Water-filled manometersfM1 and MZ)aRe /HS“ t‘q»,

el (DY

[5/

Aﬂgwne;er’-us fé7) j;f
girflow. ;“r .C/,;_

[rlegsp efnén& ‘o e \'/

o

¥ !r{_électrft‘!vacuum pump draws air through the
apparatus and a needle valve is used to adjust the
airflow rate.

C.z2

Apparatus

c.21

Flow meter, capable of measuring an airflow of 8
I/min

Airflow: 8 l/min.

C.22

Manometers, M1 and M2 or differential
manometer

c.23

Electric vacuum pump

C.24

Valve

C3

Test specimens

Test specimens are complete masks or shall be
cut from masks.

Complete mask.

Each specimen shall be able to provide 5 different
circular test areas of 2,5 cm in diameter.

Diameter: 2,5 cm

If one specimen cannot provide 5 test areas of 2,5
cm in diameter, the number of test areas retrieved
should be representative for the entire mask.

Diameter: 2,5 cm

The number of specimens that shall be tested is
minimum 5, but can be greater and shall be
increased if necessary to allow for an AQL of 4 %.

5 specimens

All specimens tested shall be taken from areas
representative from the mask to incorporate
all/any variation in construction.
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Each test specimen shall be conditioned at (21 £ (21+£2)°C; (85+2)% P
5) °C and (85 t 5) % relative humidity for the time
required to bring them into equilibrium with

atmosphere prior to testing.

C.4
C.41

Procedure

The test specimen is placed across the 2,5 cm Area: 4,9 cm?
diameter orifice (total area 4,9 cm?) and clamped
into place so as to minimise air leaks and that the
tested area of the specimen will be in line and

across the flow of air.

The pump is started and the flow of air adjusted to P
8 l/min.

C4.2

The manometers M1 and M2 are read and P
recorded. L

CA43

C4a4 The procedure described in steps C.4.1 through P
C.4.3 is carried out on 5 (or appropriate number ~—-I }.’ £ |
of) different areas of thefrpask arpeh,‘r)é req é‘ O £} IK A I

] ,_ §
averaged. | 0 1/A N A A :’ = ( r,Tr.

C}lgulétlofm af isilffqmﬁqf presete =4 p

ciéach&é‘st‘sﬁemmen calculate the differential AP = (Xm1 - Xm2)/4,9 P

A7Pressure AP as..........ccvnecinnceneeeeee s :

a number and date of this

Test report
European Standard;

b lot number or batch
code of the masks
tested;

¢ flow rate during testing;

d differential pressure for
each test specimen.

Relationship between this European Standard and the Essential P
Requirements of EU Directive 93/42/EEC on medical devices

This European Standard has been prepared under P
a mandate given to CEN by the European
Commission Union to provide a means of
conforming to the essential requirements of New
Approach EU Directive 93/42/EEC concerning
medical devices.

Once this standard is cited in the Official Journal P
of the European Union under that Directive and
has been implemented as a national standard in
at least one Member State, compliance with the
clauses of this standard given in Table ZA.1
confers, within the limits of the scope of this
standard, a presumption of conformity with the
corresponding Essential Requirements of that
Directive and associated EFTA regulations.
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ZAA1 Correspondence between this European Standard and EU Directive 93/42/EEC P
concerning medical devices
Clause/subclause of this European Standard; Corresponding Essential P
51.1,5.1.2,521,522 5623, 6......... | Requirement of Directive
93/42/EEC: 8.1
Clause/subclause of this European Standard; Corresponding Essential P
B.2.2. et . | Requirement of Directive
93/42/EEC: 9.2
Clause/subclause of this European Standard; 6..... | Corresponding Essential P
Requirement of Directive
93/42/EEC: 13
WARNING: P
Other requirements and other EU Directives may
be applicable to the product(s) falling within the I ]
scope of this standard. m Rl ["]I /
o~ r-—';’ :r :'.‘_p'j‘,r'_ff/g"}“f
— 4" £) f / f
N0 (L) /
o r‘f“'r/'“"”/‘*f’ r!r,—;“” N2 SRS
~ ‘f'._-;l‘:jlj ',J.LH i VI
F;— o~ ¥ [~ i el .’(r;:"'U[ L o
L= /n M [ NV Oz A
fr',,-—-t-[ I.f '.. _F! | I s
Lf*r =4
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Fig. 2 Overview
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--- End of report —-
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