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CE &FDA certificate

Form QAT_10-M04, version 00, effective since March éth, 2020

Certificate of Compliance

No. 0B200323M.SMNO120

Certificate's
Holder:

Certification ECM
Mark:

Protective mask

MC-A010, MC-A011, MC-012, MC-013,
MC-015, MC-016, MC-017, MC-AQ18,
MC-019, MC-B016, MC-B018, MC-BO19
[Classification: 9001 FFP2 NR D)
Standard:

EN 149:2001+A1:2009

Product:
Model(s):

Verification to:

Related to CE Directive(s)
R 2016/425 (Personal Protective Equipment)

Remark: This o
our opiior
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anformity mark above can
ond its use.
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Issuance date: 23 March 2020
Expiry date: 22 March 2025

Rovieweor
Technical expert
Amanda Payne
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Ente Certificazione Macchine St
Via Ca' Bella, 243 - Loc. Castelio di Serravalle - 40053 Valsamoggia (BO) - ITALY
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Fiscal Year 2020
CERTIFICATION OF REGISTRATION

This certifies that:

has completed the FDA Establishment Registration and Device Listing with the US Food & Drug

Administration, through

This AGICwill confirm that such registration remains effective upon request and presentation of

this certificate until the end of the colendor yeor stoted obove, unless soid registration is
terminated after issuance of this certificate. ACICmakes no other representations or warranties,

nor does this certificote make any representations or warranties to any person or entity other
than the named certificate holder, for whose sole benefit it is issued. This certificate does not
denote endorsement or approvol of the certificate-holder * s device or establishment by the U.S.
Food and Drug Administration, ACIC assumes no liability to any person or entity in connection

with the foregaing

Pursuant to 21 CFR 80739, *“ i of o device or of @
registrotion number does not in any way denote approvol of the establishment or its products.

Owner/Operator Number:10064492
Device Listing#: See annex

Any representation thot creotes an impression of officiel approvel becouse of registration or

ofe number is ing and “ The US. Food
ond Drug Administration does not issue o certificote of registration, nor does the U.S. Food and
Drug recognize o if of , ACICis not offiliated with the U.S.
Food and Drug Administration

Andy Liv
Chief engineer
Issued: March 27, 2020
Expiration Date:December 31, 2020

W:wwwack-china.com  E: acc@adc-china.com

Web: http://www.fda.gov  Tel: 1-888-INFO-FDA (1-888-963-6332)  E-mail: verp@(da.gov

Shenzhen A Comantment Inspection&Certificate Co,LTD.

1

Fiscal Year 2020
CERTIFICATION OF REGISTRATION

Annex to Device Listing# for Owner/Operator Number: 10064125

Listing | Code | Device " Proprietary Names | Activifics
No. Name

ACCESSORY, | protective mask
p379217 | LU SURGICAL | MCAGIOMCAOLLMCOL2, | Manufacturer
| SR
END OF THE ANNEX
Andy Liv

Chief engineer
Issued: March 27, 2020
Expiration Date: December 31, 2020

&




KN95 CE TEST REPORT

TEST REPORT ]
% :PORT
Customer: 8: Mar.17, 2020 Page
Soft equipment
ve
TEST REPORT TEST REPORT
Report Number:ACIC20200317073RCF
Report No.: ACIC20200317073RCF Date: Mar.17, 2020 Page 10/ 8 Report No.: ACIC20200317073RCF Date: Mar. 17, 2020 Page 30f 8
Total Page: 8 Pages t Enough safe condition is Exhalation vaive(s) shall continue fo operate Complied, see below
provide correctly after a continuous exhalation flow of
Report on the submitted sample said to be: Test data sheet 300 Vmun over a penod of 30 s.
The following tests were carried out according to The manufacturers technicel requirements and refer fo yal | FFP2, not exceed 11% mmmmumnm Enough strong
Sample name: Protsctive mask EN 149: 2001 Respiratory Protective Devices - Filtering Half Masks to Frotect Against Particles - faceblank, and withstand axially a tensile force
Requirements, Testing, Marking of 10 N applied for 10 s.
Model: MC-A010,MC-AQ11,MC-012,MC-013, MC-015,MC-01§ MC-017, MC-018.MC-019,MC-B016, Note: P means meet the requir /A means not applicable, F meaps does not meet the 7.16 Breathing resistance P
requirement. Ereathing resistances apply to vaived and Complied, see bolow test P
MC-8018 MC-8019 valveless and shall meet the requirements
Manufacturer: EN 149 717 Clogging N
Clause | Reg Test Verdict Complied, see below test 717.1 General single-use device N
5 Classification P 71 1 For single-use devices clogging test is an N
Particie haif masks are classified P — optional test.
Have no imitation or adverse
according fo their filtering efficiency and their Devices designed to be resistant to clogging. N
maximum total inward leakage. te | effect fo skin and health shown by a slow increase
Sample received date: Mar. 10,2020 6 Particie filtering half masks meeting the P ——— - - The specified breathing resistances shail not N
Testing period: Mar.10,2090. Mar 17 2000 mku umimuwsum, = Have no such hazard ;;Mmmmwmwu
(Issue) laboratory: ‘ear of publication, classification 833 mg him.
rr;?huﬂ:n ettt -t S oy |7 | Requiements T + - [ .17.2 _ | Breathing resistance
y 71 All test all test samples shall meet the | Compled §ee bellow P 7.17.2.1 | Vaived particie filtering half masks
: requirements r |7.17.2.2 | Vaiveless particle filtering half masks ___ » P
Test Conclusion: 72 Nomial vaiues and tolerances P vlam After clogging the inhalatron and exhaiation | % FFPZ . P
mmwmmmm Actual usipg value is clear P of resistances shall not exceed not exceed 4 mbar
this Standard are e; ture limits ¥% FFP1: 3 mbar
Test Roquestod Conclusion 73 Visual inspection P ¥% FFP2: 4 mbar
The wisual inspection shell aiso include the | Clear marking is . P - - % FFP3: 5 mbar
EN 149: 2001 Respiakory Protectve Devices - Fiteing Haf Masks 0 PASS marking &nd e information supplied by e | aoq sample body O TT7T | Peverasenet e motere N
Protect Against Particles - Requirements, Testing. Marking 74 | Packaging P dthe All types claimed to meet the N
offered for sale packaged in such a way that Distinct dgsign and warning P requirement shall also meet the penetration
*+44** FOR FURTHER DETAILS, PLEASE REFER TO|THE FOLLOWING PAGE(S) ****** mnmmmnmmmm :Mmmlm i requirements given in 7.9.2 after the treatment. o W
contamination before 200 sempe body Clear fiold of vsion when | 7.18 | Demountabie parts
. 75 Matenal | P All demountable parts ( fitted) shall be
Signed for and on behelf of ACIC Materiels suitable fo wilhstand handiing and | C: wearing, when P —hering connected and secured, where possibie by
wear over the period. Any malerial from the releasing po hazards is — hand.
filter media released shall not constitute a produced ‘or | One vaive provided 9 Marking -
Tested by: Sﬁ"“‘ e hazard or nuisance for the wearer. H 91 P
76 Cleaning and disinfecting | I . . N The following information shall be cleardy and | Complied, clearly marked P
The matenials used shall the Single N Clearly function durably marked on the smallest commercially
cleaning and disinfecting | i avaiable packaging or legible through & i the
7.7 Practical performance £ for packaging is transparent.
The particle fitering half mask shall undergo canpt:od see beflow test P 9.11 The name, trademark or other means of See user manual P
memmmm identification of the manufacturer or supplier.
This Test Report is issued by the Company subject to its Conditigns of Issuance of Tes! Report printed Zonditions of Issuance of Test Report pr{ .12 Type-identfving mariing. r
overleaf or altached. The results shown in this Test Report refer pnly 1o the sample(s) tested unless TMf-ﬂﬂ-mvmnmwm-cmvrnmdkmcwnwnmmdfmww 1 refer only 1o the sample(s) tested unie. This Test Report is issued by the Company subject to its Conditions of Issuance of Test Report printed
stated and such are retained for 30 days only. This Test Report shall not be reproduced overleaf or aftached. The results shown in this Test Report refer only o the pample(s) tested uniess lays only. This Test Report shail not be r| overfea or atlached. The resuits shown in iis Tes! Report refer only (o the sample(s) tested uniess
expected in full, without written approval of the Company. otherwise stated and such sample(s) are retained for 30 days only. This Test Report shall not be reproduced otherwise stated and such sample(s) are retained for 30 days only. This Test Report shall not be reproduced
Wed www.acic-china com  Email expected in full, without written expected in full, without written approvel of the
Web.www.acc-ching.com  Emait Webd www.acic-china.com  Emait




KN95 CE TEST REPORT

TEST REPOR

. ACIC20200317073RCF
[ Classiication: FFP1, FFP2, FFP3
The mrb«mdyur of publication of thvs

European Standard

At least the year of end of shelf Iife.

The sentence ‘see nformation supphed by the
manufacturer’, at least in the official
mmx}nﬂlnnoumyolamam orby

p-dogrwn-sshomanm 126
condiios

The packaging of those particie filtertng half
masks passing the dolomite clogging test shall
be additionally marked with the letter “D”. 1|

)
qu 12c and_12d. <

Particle fitering mﬂmuk
Particle

coﬂwrngmmu Emopun Standard shall
be clearly and durably marked with the
followng. .

| Fuion
Footwd

Type-iden

ntifying marking.

mwmmldpuuxlmdlm See af]
E}!EP“

symﬁusFFPi FFP3 or FFP3 accomding | FFP2
fo class.
If appropriate the letter D (dolomite) in
accordance with clogging performance. This
letter shall follow the class designation (see
9.24).
Sub-assemblies and components with
considerable beaning on safety shall be
marked so that they can be identiSed.

1o be supplied by the

10
10.1

103

supphed by the lhl Enghsi
De at feast in the official languagey’s) of
country of destination
f 4 See uy

applicat
% mom-mngalwmlnurm

¥ _checks prior fo use; 1 See ud

This Test Report is isswed by the Company subject to its Conditions of I

ovevteal or

atiached.
otherwise stated and such sample(s) are retained for 30 days only. This
, without Company.

expected in full,

Web www acic-chin com  Emed. acio@@acic-ching com

The results shown in this Test Report refer only fo
writien approvel of the

TEST REPORT

Report No : ACIC20200317073RCE
3 donning, filing:

% use;
¥ maintenance (e.g. cleaning, disinfecting),
# applicabie;

% storage;
% the meaning of any symboldpm‘ogrm
used of the equipment,

104 The information shall be clesr and
comprehensible. ¥ heipfu!, Klustrations, part
| numbers, marking shal be addad.

105 w-mmg shall be. ym against problems kely

Date: Mer.17, 2020

Craany cof

See user |
for example:

)t ﬂdgmc»s ﬂmmg ‘half mask (chack pnior

i58);
Jd i is uniikely that the requirements for
leakago wii be achioved if facial hair passes
under the fece seal
Y ai Guakty (contaminants. oxypen

108 The information shall provide
recommendatians 63 fo when the particis
Aitening half mesk shall be discarded

This Tes! Reporf s issued by the Company subiect to its Condifions of lssiw
overieal or altached. The resuls shown i this Tes! Report rsfer oy o the
offsrwise stated and such sampie(s) are reteioed for 30 duys only. This Tes|
expactad in futl, without rkten approval of the Company.

Wet www ace-china com  Emait acioace-china.com

TEST REPORT

Report No : ACICZ0200317073RCF Date: Mar 17, 2020
Attachments: tes table

Table 8.5 Fﬁ-

MaCi cancantration sfr
sk (Mg/m3)

TEST REPORT

‘ment inspection&Certificate Co..LTD.

Hote: Test ark wolums is 2’
Average Leskage ra s 8 20%-<11%
Calcutation formufs as below

n«.\-{;..‘ L "Ex

This Tast Repart (s 12sued by th Company Suisat 10 s Conians of issuance of Tast R
Cverioal or aiached, The rsuls shows i (s Test Regarl refer orly 10 (b sample s) test]
Ctharwiss atated 6nd such sampleia) Ara ratainad far 30 deys anly. THIS Test Repart shat
sxpacted in AN, mmummwmuldmcwmmy

Report No.: ACIC20200317073RCF

TEST REPORT

Dato: Mar. 17, 2020 Pago Bof®

Photo 1
View:

) tecnt

[ 1 rear

[ 1rignt sice
[ 1ot side
[l

[ 1 botton
[1intemal

Note: Maximum pemited resistance < 3.0 mber

TINE Tust AOpart 5 55umd y the COmasny SUbysc @ s Gandans of (ssuanes of Test Report pvnted

Report No * ACIC 2020031 7073RCE Date: Mor 17, 2020 7ot &l
Lr.muv | Breathing resistance test = LI
Ao Sample | Samgle? | Sampled | Sample 4
~ ! 1 N
| » £ 30 »
| (rear 032 a3 oz 030 ax
INote: Maximin penmited resistace < 0.6 mbar X7 A —
| Tebleasz | Exhoiation resistance teat s W T+
" Samgle f | Sampe? | Sampe3 |Sampled | Sampie s
frem T !
W""’"""’"V‘”""""' s | e [ e 95 9
bar e 20 | 205 201 20 201
Note: Maximum permiied rasistarce < 2.1 mbar g
Table393 Breathing resistance fest P
TR e | Samgle 1 | Samge? |Sample3 | Sampled | Samples
from
Exhalenan (L) 160 160 60 160 160
Mk resstance
| e 252 25¢ 28 254 282

overioat or affached, The resuts

e
ammmmwummmwuww Thes Test Fepart shal nat be o
Compary.

Saphcind i 4. uthock llen Appiovn of 10

This Test Repor i ssund

** THE END OF REPORT * **

Tos! Raport printed

sobot io
Oveviear or AACHed. The rasats SHown k) Ivs h-uR-M vmrcm 10 fhe sam'es) tested (iess
e

Tiwa st Rpor ahat nof DA e onosd.

axpactod I S, withou! wrkten Approvel of the Company:
Eman




TEST REPORT

TEST REPOR

TEST REPORT

Date: Mar. 17, 2020
Soft equi

pme into contact with the wearer shall have |

Report Number:ACIC20200317072RCD

TEST REPORT

b sharp edges or burrs

/oo 22

TEST REPORT

Report No.: ACIC20200317072RCD Date: Mar.17, 2020 Page 10f8 Report No.: ACIC20200317072RCD Date: Mar.17, 2020 Page30f8
Total Page: 8 Pages laboratory tests shell wearer to protect Emguhm- Exhalation valve(s) shail continue fo operate | Complied, see below P
i 1 after a continuous exhalation flow of
Ropart off Ve subritied dample ek $0 bo: Tost data shoet _— - 300timp ovr e poncd f 305
) 4 e O o okt wars sanied ouf Q000NN 0 The e oo L4 results for total inward leakage shall | FFP2, not exceed 11% P o b b s bl [ Encopk shong P
neme: mosk Requirements, Testing, Marking e uvon-ppmvm: 3 o
Model: MC-A010,MC-AQ11,MC-012 MC-013 MC-015,MC-016 MC-{ Note: P means meet the requirement, N/A means not appicable, F means does not meet the % for FFP1 I 7.16 resistance P
requirement. resistan, to vaived and iied, see below test P
MC-B018 MC-8019 mmm Mm requirements e 1 ad
A ’ EN 149 P 717 Clogging N
Clause Mhu Result-Remark Verdict P ' 17.1 General | single-use device N
Particle fittering ha¥ masks are classified FFP2 NRD P P cocI e B Jowt 9 | X
wearer's skin shall not be known to be Have no irritation or adverse P 2 _ - -
B o e scwncy =gy o cause imtaton or any other adverse | effect to skin and hoalth e 110 be Issast 1 o "
- | DOV O 8 SOW TN
Sample received date. 1 6 Particle fitering half masks meeting the D" clearly marked P fo heaith. ] The specified breathing resistances shail not N
rmmmto%wﬁm requirements of this European Have no such hazard P be exceeded before the required dust koad of
rost (I ) A 5 ;;ro' cation . ‘matenal used shall not present a danger P 833 mg him3 .
the wearer and shall not be of highly 7.17.2 | Breathing resistance P
Tmbﬂlﬂl MY“!MWMMMMLLM T Al fost al tost samples shal meet fhe Compled see bellow ok 717.2.1 | Vaved partile fitering half masks B
i larbon dioxide content of the inhalation air N 7.17.2.2 | Vaiveless particie fitenng haif masks P
Test Conclusion: 72 Nomial vaiues and tolerances ) E =y ,,m,,md“m‘m- 0% P After clogging the inhalation and exhalation | % FFPZ , P
mmwmmmmm Actual using vaiue is clear P ) shall not 5 | “ﬁmmuaw ot exceed 4 mbar
this European Standard are experature kmits | mbar
Test Requested 73 Visual inspection P % FFP2 4 mbar
The visual nspection shail also include the Cloar marking is provided, P % FFP3: 5 mbar
EN 149: 2001 Respiratory Protective Devices - Fitering Half Mas| marking and the information supplied by the | Loy camoie body . humsaunlb.dosmnd can be The designing is considered P at 95 bimin continuous flow. Il N
g = b manufacturer. d and removed easily and adjustable or 7.17.3__| Penetration of fiter materia N
FProtect Against - Requirements, Testing, Marking 74 Packaging P and sufficiently robust to hold the All types ciaimed to meet the clogging N
offered for sale packaged in such & way that Distinct design and waming P requirement shall also meet the penetration
v EOR FURTHER DETAILS, PLEASE REFER TO THE mynmwﬁmﬂmw ‘are made on packaging, 1 P requirements given in 7.9 2 atter the treatment.
) 5 ;d";ozmwmmumw 00 ample body 5 of vision is acceptable in practical Clear field of vsion when P | 718 2:"““""“""';“(' — vaﬁl“‘e"m — N ]
Signed for and on behalf of ACIC Materiais sufable fo withsiand handiing and | Comiortable wearing, when | P By connected and secured, where possibie by
wear over the peniod. Any material from the releasing no hazards is 4 Pk \ i.a hand.
filter mediia refeased shall not constitute & produced ankmnymnomor One valve provided P 9 Marking =
Tested by: Sof‘«'lu. 8ppr hazard or nuisance for the wearer. T 1 iy B
7.6 Cleaning and N ! The folowing information shall be Clearly and | Compiied, clearly marked P
The materials used shall withstand the Single-use equipment N | Clearly function P durably marked on the smallest commercially
7.7 Practical nce P pack: nngo:;nl ey
ractical performance — aging is — ~ -
mmmwmwlm Complied, see bellow test P 911 The name, trademark or other means of See user manual P
practical performance tests identification of the manufacturer or supplier.
) o . | condiions I 3¢ = A 912 | Type marking. P
This Test Report is issued by the Company subject to its Conditions of — mn " e T P to its Conditions of Issuance of Test Report printed
verieaf or attached. The results shown in this Test refer 1of Report is is ’ e Company subject Condtians of Issuance W’l"""‘ ched. The resuits shown in this Test Report refer 1o the s s) tested unless n-rnmumnnmbymww-ywammmwmurmmwmd
o oral ost Report refer only { or atiached, The results shown n this Test Report refer only to the sample(s) tested unless oy T Overieaf o attached, The results shown in s Test Report refer only 10 ihe sample(s) lested urless

otherwise staled and such sample(s) are relained for 30 days only. Thid
axp.endlnml mmnppmvdd Company.

mmwmma)nmmuwdmw This Test Report shall not be reproduced
the Company.

mmmmmuwummmmnmnw This Test Report shall not be reproduced
‘expected in full, without written approval of the Company.
Wob www acic-china.com  Email acio@@ecic-chine com




TEST REPORT

TEST REPOR

:ACIC2020031707T2RCD _______ Date: Mar.17. 202
Classficaton: FFP1, FFP2, FFP3.
The number and year of publication of this

European St

tandard.
At least the year of end of shelf iife.

The sentence 'see mformation supplied by the EndM
manufacturer’, at least in the olficial

of the country of
using the pictogram as shown in Figure l?b

917

this
be clearfy and durably marked with the
following. |
Shenzi|

The name, trademark or other means of Century

identification of the manufacturer or suppher.
Type-identifying marking

The number and year of publication of this
Ei St

1" See at|

The symbols FFP1, FFP2 or FFP3 according | FFP2 N
fo class

If appropniate the letter D (dolomite) in
accordance with clogging performance. This
letter shal follow the class designation (see
9.24) !
Sub-assemblies and components with |
considerable bearing on safety shall be |
marked s0 that they can be identified.

10 be supplied by the

This Test Report is mwwcmwmmucmmum
overieal or

Supphed by the shall | Englisi
be at east in the official language(s) of the
oowflyolaam |
Supphed by the | See us)
mmumnmm |
Mwwmpﬂwsm

% apphication/imitations;
% the meaning of any colour coding;

The results shown in this Tes! Report refer only io tf

Report No..

TEST REPORT

ACIC20200317072RCD
3 checks prior 1o use;
% danning, fitting

¥ wse,

% mamononua (e.g. cieaning, aisinfecting),

Date: Mar.17, 2020
See user 4

e n-se
¥ the meaning nlany symbols/prciograms
used of the squ}

The information snane clear and
comprahensibia. If helpful, Mustratons. part
numbers, marking shall be acdad

Waming shall be given against problems fiely | See user i
to be encountered, for exampie:

3 f¢ of particie tering half masi (check prior |

use),
3 it s unitkedy thel the requivements for
leakage wil be achieved |f fecial hair passes
under the face s=al.
% air quakty {mlmnam oxygen
deficiancy)

| Cieanly cof

eyl
¥ _use of equipment in exy

The nfarrmaton shell,
recommendations as to when the particls
fitenng half mask shall be arscarded.

This Test Report is issued by the Company subject 1o its Conatons of Issusy
overiea or allachud. The /esults shown i Ivs Test Raport ofer anly o he o
30 days only. This Test

Vst wwn.acc.ching.com  Emat aciofa o cing. com

TEST REPORT

Date. Mar 17, 2020

Report No.: ACIC20200317072RCD
Attachments: tost table

Nose: Turmvdum-n:m‘
Average Leakage rafo is 8 20%<11%
Caleutation formula as balow

P SR INFIEX
{77a )

“Table 8.5 Leakage test

- \

S Mo Sample ! | Semple2 | Samole3 | Sampled

o

NaCY flow rate (Limin) 99 08 105 110

NaCl asrosol um) 03 03 03 03

Pumping flow rate

(L) » 20 0 0

momdlie | o8 $Cu |
Mg

NaGi cancentratan ai

ook oS ot 3t o 0ir

This Test Repart is issued by the Company subjact fo #s Conditans of lssuance of Test!
ovevieal or aliached, The results shown i Uas Test Report refer Wy 1o e sample(s) lef

atharwise stated and such sampie(s) are ratained for 20 deys anly. Ths
expected n fo¥, wilhout wiktien approval of the Company,
Wb W 80-CAIAA €O EMAL. a0ic@aess-ching 6o

Test Report shd

TEST REPORT

Ragor No: ACKC220037O72RCD Dote: Mor,17, 2020 Page 7o
abie 8.5. ing resistance tost X »
Sample? | Sample3 | Samples sm*s
! .;.
30 30 30 20
033 034 052 044
mber .
fost X W T—7 |
Sempie?  Sampled | Sarpled | SempleS
a5 95 5 95
206 202 201 201
Note: iaximum permited resistance < 2.1 mber
Breathing rosistance tost 7
L - . ! -
Sample 1 [Sempl2 | Swmpkd | Sampled | Ssmples
160 160 160 160 160
(mbar) 258 2158 2957 25¢ 253
Note: Maximum pamitd Bistance < 3.0 moar
S Test Report 15 of tasuance of

overiaator tiached. Tha recu shown 4 his Tust Raportraar cny o the saml(s) esiad uness
GMherwise stared and such samyXe(s) ane refained for 30 days only. Ths Test Repart siad nat ba reproal

ot any.

Evar

TEST REPORT

Date: Mar.17, 2020

Rapont Yo.: ACIC20200317072R€0

Attachments: one of real photos test sempies
Photo 1
View.

¥ front

1] rear

11 nght sige
[ | tett side
[11op

[ 1 bottom

11 reemal

Paga Bor8

*** THE END OF REPORT ***

™
overioaf or aftached. The resats showrs i1 s Test Report refar oy (o e
atmermse 30 days oniy. This Test Repart shad ot be reproduced

stated and such sampie(s) are retaed far
0 2, without writlen approval of the Company.
W Bce-chna com - B

soached b

oflesunce of Teet Repor prnted
samplofs) loslod unfoss






