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TECHNICAL ASSESSMENT REPORT
REPORT DATE / NO: 12.10.2020 / 2163-KKD-704 / R2
Imitial Report Date and Number: 03.06.2020/ 2163-KKD-704
This technical evaluation report is updated with the model name update decision and also use of the same fabric as
defined in the initial technical with colored versions in the outher most layer of the mask and earloops. The mamfacturer
also designed a smaller size (M) and named the initial design as standard size. The purpose of the change is 1o produce
respectively smaller sized masks to better fit for those who have smaller face / chin whn compared to general sizes of
adults. One more purpose can be considered as to provide better fitting masks for younger people. There is no other
design or material change in the colored or M sie versions of the model. The Total Imward Lekage test is not conducted
because of unavailability of subjects for the test. The smaller size (M) is tested Jor particie filtration efficlency and
breathing resistance. See relevant test reports.
Manufacturer: CHANGZHOU RUIDA MEDICAL TECHNOLOGY CO. LTD.

| Address: No: 88 Mahang Middle Road, Hutang Town, Wujin District, Changzhou City, Jiangsu Province, China

This report is for the, given above manufacturer, prepared according to the test results conducted by UNIVERSAL
CERTIFICATION, dated 26.05.2020 with Serial No 05-2020-T-095 and dated 08.10.2020 with Serial No 10-2020-T-
0415 based on EN 149: 2001 + Al: 2009 standard and fest reports on the material safety by means of raxic, carcinogen,
irritationg and sensitivity evaluation,

The technical file of the manufacturer, and risk evaluation against the essential health safety requirements and the test
report evaluated for their relation with Essential Requirements of Personel Protective Equipment Regulation and found to
be appropriate.

This report is an annex and an integral part of the EU Type Examination Certificate issued to the manufacturer. The test
results and issued certificate belongs only to the tested model. The technical report consists of a total of 6 pages.

Product Description: Particle Filtering Halfl Mask

Classification: FFP2 NR

Brand Name: ChangAnDa Model: CAD-01 (Former model name was KN95), Sizes: Standard - Medium
Standard Size

93 mm

—

Medium Size

140 mm
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THE CLAUSES OF EN 149: 2001 + A1: 2009 STANDARD RELATED TO EUROPEAN UNION DIRECTIVE
EU 2016/425 REQUIREMENTS

1.1. Design principles

LL1, Ergonomics

PPE must be so designed snd masu(nctured that in the forcsceable condisions of use for which it is imsended the user can perform the risk related activity
normally whilst enjoying appropriste prosection of the highest prossible level,

L12. Levels and classes of protection

L12.1. Highest level of protection possible

The optimum level of protection to be taken imto account m the design is that beyond which the constraims by the wearing of the PPE would prevent its
effective use during the period of exposure to the risk or normal performance of the activity,

1.1.2.2, Classes of protection appropriate to different levels of risk

Where differing foresecable condigions of use are such that several kevels of the same risk cam be distinguished, appropriate classes of protection must
be taken into account in the design of the PPE.

1.2, Innocususacss of PPE

L2.1. Absence of risks and other inberent nuisance factors

PPE must be 5o designed and massfactured as 10 prochade risks and other amisance factors under foce seeable conditions of wse.

1.2,1.1. Suitable constituent materials

The materials of which the PPE is made, inchading amy of their possible decomposition products, must not adversely affect the health or safety of users.
1.2.1.2. Satisfactory sarface condition of all PPE parts in comtact with the aser

Any part of the PPE that i in contact or is Hable 10 come isto contact with the user when the PPE is worn mast be free of rough surfaces, sharp odges.
sharp points and the like which could cause excessive imtation or injurics

1.2.1.3. Maximem permessible user impediment

Any inpedienent caused by PPE 10 movements to be made, postures to be adopted and sensocy perception mwst be minimized; nor must PPE cause
movements wivich endanger the eser or other persons.

13 Comfort and effectiveness

13.1. Adaptation of PPE to user morphology
PPE musst be designed and manufactured in such a way as 10 facilitate its correct positioning on the user and 1 romain in place for the foreseeable

period of use, bearing in mind ambicnt factors, the actions to be carriod out and the postures 10 be adopted. For this purpose, it must be possible 10 adapt
the PPE 1o fit the morphology of the user by all appeopriste means, such as adequate adjustment and attachment sysicas or the provision of an adequale
range of sizcs,

1.3.2. Lightness and design streagth

PPE must be as light as possible without pecjudicing desige strength and cfficiency.
wmmmmw-ﬂm-—-ﬂy-muwmm”nmhmm3).
must be capable of withstanding the effects of ambicnt phenomena inherent under the foresecable conditions of use

1 4. Information supplied by the masafacturer
The notes that must de drawn up by the former and supplied when PPE is placed on the market must contain all relevant information o

3)  In addition 1 e name and addressof the manufacturer and/or his asthorized represencative establiished in the Community
b) Storage, use, cleaning. maintoamnce. servicing and disinfection. cleaning. mainicnance or disinfectant protection recomencaded by
manafocturers mast have mo adverse effect on PPE or users when applicd s accordance with the relevant instractions;
¢) Performance as recorded during lochnical fests %0 check the leveds o classes of protection provided by the PPE in goestion:
d) Suitable PPE accessocics and the characteristics of sppropriste spase parts;
€) The classes of protection appropriate 1o different levels of risk and the corresponding limits of use:
f)  The cbsolescence deadiimeor period of obsalescence of PPEor certain of its components;
£)  The type of packaging suizsble for transport;
h) The significance of amy markings(see 2.12)
i) Where sppropriate the references of the Directives applied inaccordance with ArticleS(6) (b)
§)  The name, address and identification nurmber of the notified body involved in the design stage of the PPE
These notes, which must be precise aad comprehensible, mast be provided at lcast in the official languageis) of the member state of destination
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2. ADDITIONAL REQUIREMENTS COMMON TO SEVERAL CLASSES OR TYPES OF PPE

2.1, PPE incorporating adjustment systems
If PPE incorporstes adjustment systems, the latter must be designed and manufactared so that, after adjustment, they do not become undone
unintentionally in the foreseenble conditions of use.

2.3. PPE for the face, eyes and respiratory system

Any restriction of the user's face, eyes, field of vision of respiratory sysiem by the PPE shall be minimised.

The screens for those types of FPE must have a degree of optical neutradity that is compatible with the degree of precision and the duration of the
activitics of the wser.

If necessary, such PPE must be trested or provided with necans to prevent misting-up,

Modcls of PPE intended for users requiriag sight comrection must be compatible with the wearing of spectacles or contact Jenses.

24, PPE subject to ageing

If it is known that the design performance of new PPE may be significantly affected by ageing, the month and year of manufacture and/or, if possible,
the month and year of obsolescence must be imdelibly and unambiguously marked on cach item of PPE placed on the market and on its packaging.

If the manefacturer is unable 10 give an undertaking with regard to the useful life of the PPE. his instnsctions must provide all the information necessary
10 emable the purchaser or user to establish 2 reasonable obsolescence month and year. taking into account the quality level of the model and the
effective conditions of storage, use, cleaning, servicing and maintenance.

Where appreciable and rapid descrioration in PPE performance is likely 10 be caused by ageing resulting from the periodsc use of a cleaming process
recommended by the manufacturer, the Iatier must, if possible, affix a marking 10 cach item of PPE placed on the market indicating the maximem
number of cleaning operations that may be carried out before the equipment needs 10 be inspected or discanded. Where such 8 marking is not affived. the
manufacturer must give that information in bis instructions.

24, PPE for usc in potentially explosive atmospheres
PPE intended for use in potentially explosive atmospheres must be designed and manufactured in sisch a way that it cannot be the soerce of an electric,
electrostatic or impact-induced arc or spark likely 10 cause an explosive mixture to ignise.

1.8, PPE for imtervention in very dangerous situations

The instructions supplicd by the masfacturer with PPE for intervention in very dangerous situations must include, in particular, dats intended for
competent, trained persons who ase qualified to interpeet them and ensure their application by the wer,

The instroctions must also describe the procedure 10 be adopted in ceder 10 verify that PPE is correctly adjusied and functional whea wom by the user.
Where PPE incorporaes an alanm which is activated in the absence of the level of protection normally provided, the alarm must be designed and placed
0 that it can be perceived by the user in the foresecable conditions of wse.

19. PPE incorporating compenents which can be adjusted or removed by the user
Where PPE incorporates components which can be attached, sdjusted or removed by the user for replacement purposes, such components must be
designed and manufactered so that they can be casily atached, adjusted and removed without 1ocls.

2.12. PPE bearing one or more identification or recognition marks directly or indirectly relating to health and safety

The identification or recognition marks directly or indirectly relating 10 health and safety affixed w these types or classes of must prefesably take the
form of harmonized pictograms or ideograms and must rem aia perfectly kegsble theoughout the foresecableuseful life of the PPE. In addition, these
marks must be complete, precise and comprehensible 5o &5 10 peevent any misimerpretation; in particular, where such marks Incorporate words or
sentences, the latter must appear in the official laaguage(s) of the Member Stage where the equipement is 1o be used.

If PPE (or & PPE component) is too small to sllow al loe part of the necessary marking to be affived, the relevant information must be mentioned on the
packing sod in the manufacturce”s notes.

3. ADDITIONAL REQUIREMENTS SPECIFIC TO PARTICULAR RISKS

3.10.2. Protection against cutancous and ocular contact

PPE intended 10 prevest the surface contact of all or part of the body with substances and mixtures which are hazardous 10 health or with harmful
Biological agents must be capable of preventing the penctration or permeation of such swhstances and mixtures and agents through the prosective
Imegument under the foresecable conditions of use for which the PPE is intended.

To this end, the constituent materials and other companents of those types of PPE must be chosen or designed and incorporated 5o as 10 cnsure, as far as
possible, complete leak-tightacss, which will allow where mecessary prolonged daily use or, failing this, limited leak-tightness necessitating a restriction
of the period of wear,

Where, by virtee of their aature and the forcsecable conditions of their use, certain substances and mixturcs which are hazardous 10 health or harmiful
biological agents possess high penctrative power which limits the duration of the protection provided by the PPE in question, the latier must be
subjocted to standand tests with a view to their classification oo the basis of thewr performance. PPE which is considered 1o be in conformity with the test
specifications must bear 2 marking indicating. in particular, the names or, in the absence of the names, the codes of the substances esed in the tests and
the corresponding standard period of protection. The manufacturer’s instructions must also contain, in particular, an explanation of the codes (if
M.mmanwuuam-hmuumdummm«m
under the different foresceable conditions of use.

.
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Technical Asscssment of EN 149: 2001 + Al: 2009 Standard and other Standards it refers to, Clauses Corresponding to the
(EU) 2016/425 Directive
Article Clavfication: Particle Filtering Hall Mask
3 ! ol twward Lasitngy: Clssifionsivn - 772
Arvcle Packing: Pamtiche filtering balf macks are packaped to protect them from contammation before wse and with candbosnd bones 10 prevent
74 mechanical dimage
| Materisl: Materials used @ panicie fienng hall masks, sccoedng 05 the sanulied wesnag ¢ and te conditioning reports. M is
undersood withstand handling and wear over the period fir which fhe partiche fllering balf mask is desigaad 10 be used seffesed mechasical
fuluse of the facepiece o sirags, any material from the flleer media refeased by the air flow twough the filler has not comeinate & harard o
rumaece for the weaser
Arvicle The madel have colorad ones mansfocowed by sve af colored spanbound fobnics 1 the mont avier Layor of the maxk, with the carleops ax well
15 Based o ihe resr results in e sext report of SGS (Repors mumbers CANMI20IS10000] (Light Blwes, CANMI0NIJO80) (Wack).
CANMLIO 4100601 (Grays, CANMLIONGIOR0] (Purpie). CANMLIO)N 10890 (Groen). CANMLIOIS 10880 (Ovorgpe). CANMIIG) 4108501
Rosgl, CANMI20I4IGR301 Decp Mines amd CANMLI0I4IO870) (Yellow) « prepared by SGSCSTC Sendends Teckicad Service Ca. Ind
Gz Branch SDS (Safety Dota Sheet) reporns. Based on the resalts the colered meterraly (spunbound fobric) used in the mont ower kaver of
e murek ix comuidered to e xafe for we o the ik Arvezad vample phvton of the evdared mands.
,‘_’:‘"’ Cleasiag ad Disiafection: Particie Fvering hall susk s met designed 1o be 2 re-amable.
Positive Negive |
] 0 ]
Arviete P 0 |
1 2 o |
2 o |
2 0 |
19 0 ‘
Aricle Finish of Parts: Pamicle filsering half masks, which are Skely 10 come into comtact vwath the wer, G0 st have tharp edpes 304 & not contain
7% berm
 Total loward Leakage: (Appined enly for stancland sece)
Temt | Noof Tiead
> Conditios 1.Walk - 2 Wak A
carmplc ® down Speech o verige
31 A [ 15 (X5 [XE) (%] 3]
N A ST i 617 29 as %0}
) A o 6.9 7.1 .19 (H o
4 ) Al % .24 2 l’ﬁ 51
33 A X} ,’.;’; Al o
[ 15 S X 6.} .
17 o . ¢ - v 132 A7
(3 o ﬁ 9 8.9 19 82
19 C. 3 .E 7 9. b
Articke % 3 o 331 % i A
9
8% .91 748 2
53 145 15 [XH [¥] iy
Max M 19 L9 (¥ 92 52
Candi HIAR)ASR ol ongsal Rowus P (%) Laakage Valee
(T.C.) Temperature conditionny
1t was seported that,
A 50 exerciss mesnement resalts are ssealier or equal 10 11%, Accending 10 the resuls maomum mearveement is §.06 %6
At et 9 of 10 mdividuni's srithmetio mean is sraller or equal 10 $%, Accosding 9 The reslls the means foe 10 subject varies between 4,57 %0
2%
Aceurding to the repertod reswits, the product meets the limis for FFP1 and FFP2 clawification.
.
UFR-3E3 12122018 Rev.0! Page 4|8
_ o

LATVIREAL SERTIFECASYON VI CORETIM MIDM TR LTT 571 Krpap Thomt Mistcant. Nty Pasrl Bdva. 5 Bha. Soddd Y Dby Compmtye < ESTANDLAL T 940 218 €32 50 00 F'o20 216 455 80 08 inde® st somssbonr cnm

www.promaskonline.es

| 4


http://www.promaskonline.es/

INFORME TECNICO PROMASK

5 7
CERTIFICATION
© Penetrasion of filter material Sodium Chloride Tosing o
Standard Sare
Sodiun Chlorids Tesing Requirements m accerdance
. ;‘; 95 Livin s (%) EN 1492001 + AJ.2009 -
(AR - b1
(AR - 403 Filtering Sl macks Falfill the|
(AR) - 407 FFPIS20% requirements of the standard
swW) . % EN EN 1492001 + AL:NOY
W) . 406 FFP2<6% Fwen in 7.9.2 in range of the
W) - S0 first and second protection
MS. TC) - 158 FF SN class.
(us.;%) - 406 FFPLFFP2
‘M. ') -
L2 95 Lmin = 16 dman
Medum Sae
e Sodium Chlonde Tesag Rogueements in socerdance
3 Condition ot 95 Limin msx (%) EN 1492001 + A12609 Renk
AR) - LX)
(AR) — 083 Filtering Sadf masks Falfill the
AR) . 058 FFPI520% requirements of the ssandard
SW) - 1% EN EN 1492001 « A12000
SW) . 128 FFMzé6% ven i 7.9.2 in range of the
SW) - (X1) et 2nd second prosection
(MS.TC) - 10 FMsis clan
MS.TC) - 134 FFPL, FFP2
$TC) = 152
< (M.5.) Mechaaieal Sereagth Tsin = 1.6 dee’
(T.C) Tempenature Conditomng
(AR) As Resoved, erigimal
(S W} Stmulvted wearing trestmest
Bosk sezes of the model complven wivh the FFI] rogwivements
Penetration of flter materiat: 1 Paraffin ON Testing o
Scamdtard Sue
Paeaffi= 06 Testing Raquiroments i sccondexce
Condition | enle | TUmmmox (%) | wil EN 1492001 + AL20 Romsh
(Al) - I
(AR) - L Fakering half masks (ulfil] e
(AR) - LR FFPIS20% reuremcnts of the standard
sw) - 40 ENEN 1492001 + A1:2009
W) - 30 P2 6% given in 7.9.2 in range of the
W) . 6 first and second protection
MS TC) - 1 FFPSI1N class.
MS.TC) - 2 FFPL FFT2
MSTC) . 8
95 Lawsin = |6 do" st
Medmm Sare
Article Paraflin O T Reguirements i accordance
o7 O — o5 Uminmax %) | wAEN 1493001+ A13000 omacy
IAR) + 124
. 1.5) Pitterng half masks fulfill the
AR) . 149 FFPIS % requeements of the standacd
(5.W.) - 108 EN EN 1492000 + A1 2009
(S.W.) . 164 FFP2Z6% gives in 7.9.2 im raage of the
SW) - 147 first and secund pectectne
MS.TC) - 1N FFPI<1s class.
MS.TCH . 2.9% FFPI, FFP2
MS5.TC) s 1,7
Conditianisg : (M 5 ) Mechanical Siresgth
(T.C) Temperatwe Conditioning
(AR ) As Recesved. onpnal
(S W) Sirmlatod wearmg trestment -
Bt aizex of the wodel complies with the FFPJ reqpuresents
. Artrcle Compatitdity with skin: Ia w&h—mbuu‘dﬁ—*b—_w‘bhwdﬂ
7.0 adverse effect on health was set reported.
r &
- L
4 “- ‘“ R |
L i
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T T —
Cosdition of Vieuil inapecsion l-——'uh'-?-hud‘ Rewsh
(AR) = 140 mqug Passed
AR) | - o 208 shall ot burm or not
acy | - 219 contiaus 10 burm for Fiherag balf masks fulfill
Tc) . 24 more than § 5 afler requaements of the
femeval from ihe flame standand
Coaditioning : (A R.) As Received, onginal
 — (T.C.) Yemperature Conditionis
Carbea diavide content of the inkalation air:
Noof | CO: of the imhalancn GA; of  Requiremeets in sccordasce with
coment ar content
o) Sample (%] by velums the ishalasion | EN 149:2001 + AJ:2009 ek
(AR.) . 049
(AR) : om OOx contect of the inhalation sir Possed X
059 s shall not excoed am pverage of m’““ ol
(AR) - 1,0% by volume ":""‘"““

| Conditiening : (AJL) As Receivod crgial

~ Passed.

numnwmm&mmunmwumuﬂduu-_m
mﬁnﬁb—‘lﬂ-m Tesued on sampdes 10 samples

Field of visien: In Practcal Performance report, no adverse offecss were reported for the ficld of visson fearures.

¥ |

e =
Soamdard Size
Requirerscnts in Resub
Coatiion | No.of Flow Rate R | PowRa sccordaece mh
Sampie 30 Lisin et 95 Limin BN 1492001+
L_AR) | 4 036 7 v —
[,_&8 N Y I— ¢ | wmisas :f_g__ FP<a)
e e e e O e - e . TV 0
sw) [} 10
o % v:d PRI <10 4% FIPIS30
ac) b 08 | 138 .
ac) 2 a3 129
Mediun Swe
n
‘ i
Confition | No.of Flow Rate Reguiremens Flow Rate scxcedasce with
acooedasce with EN
30 Limin 95 Lmin EN 149-2001 +
Semple 1492001 + 172009 o
AR 3 [ 7
(AR) u ot g
(AR) “ 0,55 L e <0e 150 FFFs2
—N Y P07 . FP2534 | pamed
—%‘:f:)l_ > :ﬁ HPI<10 %4 FIPE <30
ac) | » 05 . Lot
ac) 3 057 1.8
mmm-um*ﬂuom—mn- orved. 3 with ditiening and 3 temg .

handesl 5

Limin, %5 Limin sed cxdalation st 160 L'nin
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Passed
Pawod
Passed
Passed
Passed
Passed
Passed
Paased
Artwcle i, | ! l !
716 g o ’ 7 oo, /A8 g | R, 3
B e e L
“° 208 m 1] Faval
O | Asmcoived EEOEED T 3| I8 -
“ 192 | 23 (Kl | L Patscd
| chotiont ECEED (X7} 8| i FrPI538 o
DO g e O ) e | 200 FP2238 | Pawsed
9 | Mestment EEL 700 05 | 288 | R Patecd
23 e | a3 i 08 | 20 Passed
24 paai 206 | 308 m | 2. Passed
2 T | e B pAT 20 Passed
The overall evalusico m the figures gathored for 9 difforont samples 3 a5 recsivod, 3 with ad 3 .
of eoch size 1 aml e i Mhﬁt.—-ﬂ--ﬂv‘h"ﬂ FFPY and FFP) clamen.
This & valid for mbalation resads for 0 Limin, 95 Limin and exhalason o 160 Linis
Article Clagging: This test is not spplied to Particle Filsenng Habf Mask which & not reusable,
172 (For vimple sbift wre devicen, the slnpping test in epthomal bcst. Fov woscsedic devicrs ted it s detery. )
e m Peontratian of filter material: This test it nat applied to Pamicle Filtering Half Mask which is vot seussble.
:,‘;.‘* Demeuntable Parti: There arc 80 demoussable perts on ihe product.
Lo Marbing - Packaging: Manudactarer formation (refes durd jons otc) markings as defined o |
9 hmd.p&“* w-*-*uu-uumwuaul-a.aw
- i were . conf R
Arncte w—u-uwun-—n—«n h-“b*mw#dhmw
10 ung sad usage ioms, storage and meaniags of symbols | pectoprams are defined in the
UFR-I8) 12122018 Rev! Page 78
.- S

INTVERSAL SERTIFICAS YON VE GOZETIM HUM T TIT) 5T Koy Theases Merber, Necy Pastl Butan, €2 Bk S 4484 Y. Daibe Unmriys - LSTANBUL T-490 216479 80 80 1 o40 316 £33 10 0K eimrdonst soem

www.promaskonline.es | 7



http://www.promaskonline.es/

INFORME TECNICO PROMASK

ETN
UNIVERSAL

CERTIFICATION
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Osman CAMCIT Suat KACMAZ ( A F
PPE Expert General Manager _
¢ /
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