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CERTIFICATION OF REGISTRATION

Thus certifies that:

CONNEXIONS TECHNOLOGY(DONG GUAN)LTD.

Na.6, chenhan vaad, Qichi Town, DongCuan, GuangDang ¢ hina DangCuan,

GUANGDONG, 523000, CHINA

has completed the FDA Establishment Registration and Device Listing.

Owner/Operator Number: 10074051

Prodict Premarket Submission
No. ; N fviti
Listing No. Code Device Name(s) Number/Type Activifies
Respurator,
D403004 MSH i
surgical Exeny M

Nriral Registration Date: May 18, 2020
Expuation Date: December 31, 2020




Centificate FI20/956185, continued

Connexions Technology(Dong
Guan) LTD.

Regulation (EU) 2016/425

Module B, EU type-exsmination

Issue 1

PPE Procuct

CTC (lago) CTPL-0020 folded half mask, consisting of five
layer (polypropylena’ polypropylenal polypropyiene & hot air

cotton/polyester & polyethylene/ palypropylene) dispasabie particle fikaring
half mask. with nose clip, and nylen/spandex ear band.

It is certified that the manufacturer's sechnical file and the above mentioned
PPE have been assessed and found to mest the applcable Essential Health
and Safety Requirements in Annex Il of Regulation (EU) 2016425 Personal

Protective Equipment

The following have been applied:
EN 149:2001+A1:2009 (Respiratory protective devices - filtering half masks
fo protect agains! paricies) device classification: FFP2 NR.

This certificate is issued on the strict condiiion that appropeiate checks on
manufactured PPE, as detalled in Article 19 (c] of the Regulation are
implemented and maintained while the model is in production

Cenification is based on fechnical file reference:
Face mask/ CTPL-00Z0, version 2 dated: 2020-07-21.

5GS Reference Number UK/CRS 241362,

Tris cortficate remans. he property of 5G3 Fimbo Oy LI 1o whom i mast be retsmed on request.
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Certificate FI20/265185

Connexions Technology(Dong
Guan) LTD.

Ma 6, Shenbao Road, Gshi Town,
DongGuan,

GuangDeng,

China

I i certied st e manataciurer's inchracal Ble and e PRE product detied oo
Fage 2 tave boen assossed o lound 16 3¢ 19 3C0shanc wih

Regulation (EU) 2016/425

Module B, EU type-examination

This cenificate is valid from 22 July 2020 until 22 July 2025
1. Certified since 22 July 2020
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Certificaie CN20V42163

The man s §pulen of

Connexions Technology
(Dong Guan) LTD.

No.G, Shenbac Road, Qishi Town, Dong Guan, Guang Dong,
PR, China

Nea boen aaseased ard cank bed aa mwing T regu reneea of

Regulation (EU) 2016/425

Module C2

Fer e lolowrg mctvies

Manufacture of CTC(logo), CTPL-0020 folded Particle Filtering
Half Mask,

(Note: All products marked CE0598 must have a valid EU type-
examination certificate Issued under Module B or a valid EC type-
examination certificate issued under Article 10 of Directive

- BWESBEEC,)

This certificate is valid from 23 Juy 2020
and remans valid subject 1o satisfactory surveilance audis,
Issue 1, Carlifiad sinoe 28 July 2020
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RESULTADOS / RESULTS
Referencia
Referance
MASCARILLA MUNDO SALUD CTPL-0020 CED598
Muestra N°. Resistencia a la inhalacion Resistencia a la inhalacién
ke Résstance 1o Ahakition FRusistnce fo Mmhalaton
se— (30U/min) mbar (98Umin) mbar
1 0.47 1.65
2 0,35 1,20
3 0,39 1.50
m:n
N Renistance 1o sxhalEdon
Muestra N°. | Adelante | Hacia arriba | Abajo Haclsdlodoum«lo Hacia el lado derecho
Sample No. Forward Upwards Down Towards the ieft side Toward's the right side
1 2,66 2.69 2.69 268 2.68
2 2,08 2.08 206 2,07 207
3 2,44 249 2,50 248 244
Requisitos que deben cumplm m la Rll.l PPE-RID2.075.02
Réquiremints 10 be it dccording 1o RIU
Maxima Resistencia permitida (mbar)
Maximum reaistance permsitied (mbar)
Clasificacion(") Inhalacion 301min Inhalacion 951/min Exhalacion 160Umin
Clasaificavon™ (nhaiation I0kmis inhalanon $8min Lrhalstion 1604min
FFP2 0.7 24 3.0
FFP3 1.0 3,0 3.0

{*) Loz nivedos FFP2 o FFP3 son parametros seqdn & norma EN 148: 2001 + A1: 2008, no aplicables para RIU
PPE-RN02.075.02 ya qua ka validez final para ol mdtodo de cenificackn COVID 18 es conforme con un PASA /
NQ PASA

{9 The levals FFP) o FEP) are puica 3 form M dard EN 149, 2001 + A1 2009, nat aspicedie Sor R PPE-RD2 07502
£nce Lre Aral valaly for COVED 19 i Mo ding fo 8 PASS /NOT PASS

La prueba se lisvd a cabo en el laboratorio APPE ubicado en el Poligono Industrial Santiago Payd C/ Fia

Benimerines, 25 B - 03801 Alcoy (Alicante ).

mHMWMMAWMMdeWM&FHWﬁ&-NNI'M
cAH)

'

Rev.1 Esta revision anula y susttuye a 18 anterice | This rewieron cancels and replaces the previous

8I9




— |4+ 50% v

RESULTADOS / RESULTS
RESISTENCIA A LA RESPIRACION
BREATHING RESISTANCE
Norma
Standwrd

EN 148:2001+A1:2009 (punto 8.9) modificada por RfU PPE-R02.075.02
EW 1492001 +4 1 2608 (poed 8 5) modified by R PPERO2 07502

Aparato

Apparst
Cabezal de prueba Sheffisld, equipo de respiracion constante y medidor de flujo digital
Shefhald test haad, conglart breading equicrment and Aol Axemetes

Condiciones de ensayo
Testing cond oning

“Fecha de ensayo Inicial P
Tes! date indtial
D4/11/2020 | 25°C/406% | 24.7°C/485%

Pre-acondicionamiento de muestras
Sample Condifioning
+ En original

« As receved

Observacion o desviacion de la norma.
Oteervabon or devistion of the rlsndard

Media mascara de panicutas sin vavula de exhplacon que cubre narz, boca y menton, Cokor Nagro.
Parvcie fenng ball mmh slbouf eiaA000 Vaks (Ovwnng nooe Mol et cae, bisck colr

Incertidumbre del ensayo

Tost uncertnmty
La incertidumbre expandida es £ 105 del valor del mesurando, para una probabilidad de cobertura del B5%.
The enpanded wicerdlarty s 1 10% of (e valow of e mesawed for & probedddy of coverage of 95%

e

Rev.1 Esta revision anula y susttuye a 18 anterice | This rewieron cancels and replaces the previous 719
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RESULTADOS / RESULTS

Referencia
Refarance
MASCARILLA MUNDO SALUD CTPL-D020 CEDS528

Ensayo de penetracion de cloruro s6dico (3,5 min)

Sodum cMOrde paneration st (1,5 min)
Muestra N*, Valor medio de panetracion %
Sampie Mo Average valse of paneranon

1 033
2 0,78
3 029

Exposicion a 120 mg de cloruro sédico

| Expasure to 170mg of sodiem chiorve
Muestra N°. Valor Max. De penetracion %
Samplo No. Mav, vaiue of ponstrasion

1 vou

2 asa
3 .

Requisnos que deben cumplirse segun la RIU PPE-R/D2.076.02
Requirements 1o be met accorcing 10 RIU PPE-RV02.075.02

Maxima penetracion de cloruro sédico del material filtrante:
Maximam ponetration o the pochm chionde of the Aker material:

Clasificacion(”) 95Vmin %Max
Clasaticedory™

FFP2 6

FFP3 1

{*) Para dar la dasificacion se debe de reall zar 10da 1a norma EN 149:2001 = A1:2009. Para la Rfu para Covid-
19, ol requisito es sl pasa 0 no, @l ensayo, sin podar casificar

{7 To gwe thw daxsificaton aff tve EN 140 2007 + A1 2000 stesderd must be camied ouf. For the Rfu for Cond-18, e mequrermes’
whwliy o nef B fesf paiies, aihout beng abie fo cay

La prueba se lievd a cabo en el laboratorio APPE ubicado en el Poligono Industrial Santiago Paya C/ Fia
Benimerines, 25 B - 03801 Alcoy (Alicante )

The tex was caviod ouf al APPE Laberatory A d at Puig o Santege Payd O Filk Bervverries, 25 B - 00801 Ay
(Aicamn)

A
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RESULTADOS / RESULTS

PENETRACION DEL FILTRO CON CLORURO SODICO
FILTER PENETRATION WITH SODIUM CHLORIDE

Norma
Standwd

EN 149:2001+A1:2000 (punto 8,11) meddicada por RiU PRE-RI02.076.02
EW 149.2001 %4 1 2609 (poeed 8, 1 1) modified by R/ FPER02.075 02

Aparato
Apparst

Equipo penstracion de cloruro sidico

Fodum EOnatration 20uEmsnd
Condiciones de ensayo
Testing condlioniog

“Fecha de ensayo nicial Pinal
Tes! date ninal

02/11/2020 2Z18°C/857% | 215°C/55%

Pre-acondicionamiento de muestras
Sample Condifioning
+ En original

« As receved

Observacion o desviacion de la norma.
Oteervadon or devistion of the slsndard

Descripcion de la muestra

Description of the sample
Media mascara de panicutas sin vavula de exhplacon que cubre narz, boca y menton, Color Nagro.
Parvce fisnng hal mmad wihouf eiaalon vake (ovnng nooe Ml et cae, bisck cokr

Incertidumbre del ensayo

Tost uncertnmty

La inceridumbre expandida es £ 15 % del valor del mesurando, mrnmmmucmmmwm
Thw expanded wicerdardy s 1 15% of fhe valuw af e messsved for & probeddily of coverage of

pee,

Rev.1 Esta revision anula y susttuye a 18 anterice | This rewieron cancels and replaces the previous



2020EC4323 |(©)

RESUMEN DE RESULTADOS / RESULTS SUMMARIZE

ENSAYOS PRELIMINARES
PRELIMINARY TESTS

Nota
Remark

1. Elresto de ks pruebas de acuerdo seqon la norma RAU PPE-RI02.075.02 ne han sido ovaluadas.
The revsaining Iests of M scoanig 1o s St dend accondng o AU PPE-RD2 073 62 have not bean svalvaled

2. LoS resullados oblenidos Son valornes orentativos de un estudio preliminar que no da conformidad al
producto.
The obtained resuds ae indicative ralues of a greliedrary siudy that does ned pive confarmity 1D the pvodic?.

3- Los nweles FFP2 o FFP3 son pardmetros segin la norma EN 148 2001 + A1: 2009, no apiicables para
RIU PPE-R /02.075.02 ya que la vaidez final para el métado de canificacitn COVID 19 es conforme
con un PASA f NO PASA.

The levels FEP] or FEPJ are pidance paramedters bom fhe ctandas! EN 148 2001 « AT 2009, nof agphcabie br R PPE.
RO2075.02 sinve the final vavdly for COVID 19 coradlioation methad & sacorday & 8 PASS/NOT PASS.

Rev.1 Esta revision anula y susttuye a 18 anterice | This rewieron cancels and replaces the previous 39



RESUMEN DE RESULTADOS / RESULTS SUMMARIZE
ENSAYOS PRELIMINARES
PRELIMINARY TESTS
La media mascara referenciada
The had mash refecenced
MASCARILLA MUNDO SALUD CTPL-0020 CED598
En base a los requisitos de las prestaciones de la RfU PPE-R02.075.02:
[Lage cn (Mo PENSYMINCE MQUIMEnts of the R PPE-RE2 075,02
Shararat It 1 T 7 pr
ENSAYO REQUISITO RESULTADO
TEST REQUNREMENT RESILT
Penetracdn del matenal "
¢ La penelracion maxima de la media mascara fkrante,
fitrante con clorro 36dic0 | 0040 56 pruebe con cloruro s0dico @ 95 1/ min, 1al y
después de una exposiciin | oy e reciben, seri
de 3,5 minutos, tal y como se ﬂummmdhm*ldm uhen tested mith 078 %
recben / sodium civlaside af 85 1/min, as secedeed, shaV e
Penetration of Wierng matnsl wan FFP2, 6%
soduum chionde aber o 15 mn FFP3, 1%
SIPOSWe. B receied :
Penetracidn ded material La penelracidn maxima de |a media mascana fillrante,
fitrante con clornuro sodico cuando se prusbe con clornuwo sédico a 85 Umin,
después 08 una exposicin | después de una exposicidn de 120 mg, tal y como se
de 120 mg, tad y como se reciben, serd: 2
recben / Tho maxsmun penstraton of the Aanty Aalf maesk wit sodum
Pevetraton of Mlering maberisl wan | CMVEride of 95 ionin, afler an axposive of 120 mg, as received, shal be
SO0 CADAT 4 Ber & SNE0S U OF FFP2, 6%
120 mg a2 recaved FFP3, 1%
La resisiencia maxima para muestras en inhalacon a 30
1/ mén, tal y como se reciben. serd:
- Para FFP2, resistencia a ka respiracidn a8 30 I'min serd:
0.7 mbar
-Para FFPJ, resislencia a 18 respracion 8 30 Umin serd: 047 mbar
1.0 mbar. /
The mammum reasiance for samples n mhadatcn at J) bmn, as
fcened atal bo
- For FFP), pe resistance of 30 browm shed be: 0 7 mbar
For FEPY. e dreathng resafance of 30 )i shallbe 1 0mbar |
La réesistenca maxima pars les muestras an inhalacion
;';"m"' ’“,::u' “"m" .,“'e‘"‘ 05 1/ min, tal y como s rechien serd:
Resitance fo Asmathvng, 43 recsieg | - P8r8 FFP2, resistencia a & respiracion a 95 Umin serd:
2.4 mbar
« Para FFP3, resistencia a & respiracidn a 85 Umin serd: 1,65 mbar
3.0 mbar /
The masieun sesifance for samples 0 nhalafon af 95 iwh as
ecna srul tu
- Far FFP. the brealtvng reaatence st 95 row shei! be: 2.4 mbar
- For FFP] the breatiing resistance af 85 Grow chad be 1 0 mbar
Lamahmmmmmmma.hlymu
recben, en exhalacidn a 180 Vmin seard de 3.0 mbar. / 2 69 mbar
The macmum resisionce for sempies a5 eooved. in exbalbdon af &
160 Kirin shad de 3.0 mda

Rev.1 Esta revision anulad y sustituye a 1a antenor | The reweron cancels and replaces the prevous
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- N AN 8B
b N*12/L6024
Los ensayos marcasos con * no estan

Lextila research nsthute AmEBracos por la acreditacin o6 ENAC
Tests markod wath * ane not mchuded withn
e scope of the ENAC accrediation

INFORME DE ENSAYO / TEST REPORT 2020EC4323
FECHA DE RECEPCION | DATE OF RECEPTION SOLICITANTE | APPLICANT

1411072020
FECHA DE ENSAYOS / DATE TESTS mﬁ,’.::’nm:.‘.&w Ia Rosa

Inicio / Starfing: 04/11/2020 £5.29120 Ahaurin ¢l Grande
Finalizacion / Ending: 05/11/2020 Malaga

Aft. DAVID QUERO LOPEZ

IDENTIFICACION Y DESCRIPCION DE LAS MUESTRAS/! IDENTFICATION AND DESCRIPTION OF SAMPLES

REFEREMNCIAS | REFERENCES

MASCARILLA MUNDO SALUD CTPL-0020 CECS98
Descripcion /

Destngton

Media mascars 0@ particulas sin vaivula g exhalacion que cubfe nariz, boca y menton. color bianco, de
oolres
Farficle fiderieg hall masi mihout exhelafion vahve covering ndae. moulh anvd chin, biech colour

ENSAYOS REALIZADOS | TESTS CARRILD OUT

- PENETRACION DEL FILTRO CON CLORURQ SODICO / FILTER PENE TRATION WITH SOLIUM CHLORIDE
- RESISTENCIA A LA RESPIRACION / BREATHING RESISTANGE.

Asociackin de Investigacion de Ia Industna Taxtll - C LF.: GO3182870

Rev.1 Esta revigion anuld y Sustibuye a la antenar [ This rewsion cencols and raplaces the previous
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