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NB 2163 

EU TYPE EXAMINATION CERTIFICATE 
Certificate No: 2163-PPE-1803 

Respiratoıy protective devices, fıltering halfmasks to protect against particles manufactured by 

EN 149:2001 + Al:2009 Respiratory Protective Devices -
Filtering Half Masks to Protect Against Particles -

Requirements, Testing, Marking 

Based on tbe type examination conducted with the evaluation of test reports, tecbnical file 
according to Personal Protective Equipment Regulation (EU) 2016/425 Annex 5, it is approved 

that the product meets the requirements of the regulation. 
Product Defınition 

Single use parti ele fıltering half mask for protection against solid and liquid aerosols, is a folding 
type, 5 layered, without valve, ear straps and adjustable nose bar. 

Brand Name: CML 
Model: CML-2 

Classification: FFP2 NR 

Here by tbe manufacturer is allowed to use notifıed body number (2163) and can fıx CE mark, as sbown 
below, on the Category III product models given above, with; 

• lssuing an appropriate EU Declaration of Conformity according to Personal Protective

Equipment Regulation (EU) 2016/425 Annex 9.
• Ongoing successful perfonnance in fulfilment ofthe requirements set out in Personal

Protective Equipment Regulation (EU) 2016/425 and harmonised standards, ensured
by assessments based on Annex 7 (Module C2) or Annex 8 (Module D) ofthe
regulation no later than 1 year from the beginning of serial production

This certificate is initially issued on 17/12/2020 and will be valid for 5 years, ifthere is no 
. cbange in the relevant harmonised standard affecting the essential healtb and safety 

requirements. 
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2. ADDITIONAL REQUIREMENTS COMMON TO SEVERAL CLASSES OR TYPES OF PPE

2. 1. PPE incorporating adjustment systems

lf PPE incorporates adjustment systems. tlıe latter must be designed aııd manufactured so tlıat. after adjustment. they do not become undone

unintentionally in tlıe foreseeable conditions ofuse.

2.3. PPE for the face. eyes and respiratory systeııı 

Any restriction of tlıe user's face, eyes, fıeld of vision or respiratory systeııı by tlıe PPE slıall be minimised. 

Tlıe screens for tlıose types of PPE ıııust lıave a degree of optical neutrality tlıat is coıııpatible witlı tlıe degree of precision and the duratioıı of tlıe 

activities oftlıe user. 

lf necessary, suclı PPE must be treated or provided with means to prevent misting-up. 

Models of PPE intended for users requiring siglıt correction nıust be conıpatible witlı the wearing of spectacles or coııtact lenses. 

2.4. PPE subject to ageing 

If it is kııown that tlıe design perforrnance of new PPE ıııay be significantly affected by ageing, tlıe montlı and year of nıanufacture and/or, if possible, 

tlıe nıontlı and year of obsolescence must be indelibly and unambiguously marked on eaclı item of PPE placed on tlıe market aııd on its packaging. 

lftlıe nıanufacturer is unable to give an undertaking witlı regard to the useful life oftlıe PPE, his instructions nıust provide all tlıe infornıation necessary 

to enable tlıe purclıaser or user to establish a reasonable obsolescence montlı and year. taking into account the quality level of tlıe model and tlıe 

effective conditions of storage, use. cleaning, servicing and nıaintenance. 

Where appreciable and rapid deterioration in PPE perfornıance is likely to be caused by ageiııg resulting fronı tlıe periodic use ofa cleaııing process 

reconımended by tlıe nıanufacturer, tlıe latter nıust. if possible, affıx a markiııg to each itenı of PPE placed on tlıe market indicatiııg tlıe maxinıunı 

nunıber of cleaniııg operations that nıay be carried out before the equipnıent needs to be inspected or discarded. Wlıere suclı a marking is not affıxed, tlıe 

nıanufacnırer must give tlıat inforıııation in his instructions. 

2.6. PPE for use in potentially explosive atıııosplıeres 

PPE intended for use in potentially explosive atnıospheres must be designed and ıııanufactured in such a way tlıat it cannot be the source of an electric. 

electrostatic or inıpact-induced arc or spark likely to cause an explosive ıııixture to ignite. 

2.8. PPE for intervention in very dangerous situations 

Tlıe instructions supplied by tlıe manufacturer witlı PPE for intervention in very dangerous situations nıust include. in particular. data intended for 

conıpetent, trained persons wlıo are qual ified to interpret tlıenı and ensure tlıeir appl ication by tlıe user. 

Tlıe instructions ıııust also describe tlıe procedure to be adopted in order to verify tlıat PPE is correctly adjusted and functional wlıen wonı by tlıe user. 

Wlıere PPE incorporates an alarm wlıiclı is activated in tlıe absence oftlıe level ofprotection normally provided, tlıe alarm must be designed and placed 

so that it can be perceived by tlıe user in tlıe foreseeable conditions ofuse. 

2.9. PPE incorporating components which can be adjusted or removed by tlıe user 

Where PPE incorporates components whiclı can be attaclıed, adjusted or reıııoved by tlıe user for replacement purposes. suclı components nıust be 

designed and manufacnıred so tlıat tlıey can be easily attaclıed. adjusted and removed witlıout tools. 

2. l 2. PPE bearing one or more identifıcation or recognition ıııarks directly or indirectly relating to lıealtlı and safety

Tlıe identification or recognition marks directly or indirectly relating to lıealtlı and safety affıxed to tlıese types or classes of must preferably take tlıe

form of lıarmonized pictograms or ideograms and must rem ain perfectly legible througlıout tlıe foreseeableuseful life of tlıe PPE. in addition, tlıese

nıarks must be conıplete. precise and comprelıensible so as to prevent any misinterpretation; in particular. where suclı marks incorporate words or

sentences. tlıe latter must appear in tlıe offıcial language(s) oftlıe Meıııber State where tlıe equipment is to be used.

lf PPE (or a PPE conıponent) is too snıall to allow al lor part of tlıe necessary nıarking to be affixed, tlıe relevant information must be nıentioned on tlıe

packing and in tlıe nıaııufacturer's notes.

3. ADDITIONAL REQUIREMENTS SPECIFIC TO PARTICULAR RISKS

3.10.1. Respiratory protection

PPE intended for tlıe protection of tlıe respiratory systenı nıust nıake it possible to supply tlıe user witlı breathable air wlıen exposed to a polluted

atnıosplıere and/or an atnıosplıere lıaving an inadequate oxygen concentration.

Tlıe breatlıable air supplied to tlıe user by PPE ıııust be obtained by appropriate nıeans, for exanıple after fıltration oftlıe polluted air tlırouglı PPE or by

supply from an extemal unpolluted source.

Tlıe constituent materials and otlıer conıponents of tlıose types of PPE nıust be clıosen or designed and incorporated so as to ensure appropriate user

respiration and respiratory hygiene for tlıe period of wear concenıed under tlıe foreseeable conditions of use.

Tlıe leak-tiglıtness of tlıe facepiece and tlıe pressure drop on inspiration and, in tlıe case of tlıe filtering devices, purification capacity must keep

contanıinant penetration fronı a polluted atnıosplıere low enouglı not to be prejudicial to tlıe lıealtlı or lıygiene oftlıe user.

Tlıe PPE nıust bear details oftlıe specifıc clıaracteristics oftlıe equipıııent wlıiclı, in conjunction with tlıe instructions, enable a trained and qualifıed user

to eıııploy tlıe PPE correctly.

in the case of filtering equipment, tlıe nıanufacturer's instructions nıust also indicate the time limit for tlıe storage of ne

packaging.
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Penetration offilter ınaterial: Paraffın Oil Testing 

Condition No. of 
Sarnple 

(A.R.\ 39 
(A.R.) 40 
(A.R.\ 41 
!S.W.\ 4 
(S.W.\ 5 

(S.W.) 6 
(M.S. T.C.\ 13 
(M.S.T.C.\ 14 
(M.S. T.C.) 15 

Condıtıonıng. (M.S.) Meclıanıcal Strengt]ı 
(T.C.) Tenıperatııre Conditioning 
(A.R.) As Received, origiııal 

Paraffın Oil Testing Requireınents in accordance 
95 L/ınin rnax (%) witlı EN 149:2001 + A l:2009 

1.13 
. 1.00 

1.20 FFPI :S20 % 
1.15 
1.10 FFP2 :S6 % 
1.19 
1.25 FFP3 :S 1 % 
1.29 
1,28 

Result 

Filtering halfınasks fulfill tlıe 
requirenıenıs oftlıe standard 
EN EN 149:2001 + A 1 :2009 
given in 7.9.2 in range oftlıe 

FFPI and FFP2 classes. 

____________ _ __ (S.W.)Simulated weaıinıı..ı:ı:..eatment ____ _ 
Article 

7. 10 
ı·---

Article 

7.11 

Arricle 

7.12 

Arıicle 

7.13 

Arıicle 

7.14 

Article 

7.15 

Artic/e 

7.16 

Compatibility with skin: in Practical Perfomıance reporı. tlıe likelilıood of mask nıaterials in contact witlı tlıe skin causing irritation or otlıer 
adverse effect on lıealtlı. was not repoııed. 

_____ 
Fl:ımm:ıbility: 

Condition No. of Yisual inspection Sanıole 
_(t,..R.) -45 Bum for 0.0s 

(A.R.) 46 Bum for 0.0s 
(T.C.) 21 Bum for 0.0s 

(T.C.) 22 Bum for 0. l s 
.. Condıtıonıng: (A.R.) As Receıved, ongınal 

(T.C.) Tenıperature Conditioning 
Carbon dioxide content of the inhalation :ıir: 

Condition 
No. of CO, content oftlıe inlıalation air 
Sample (%] by voluıne 

(A.R.) 26 0.51 
(A.R.) 27 0.52 

0,53 
(A.R.) 28 

Requirements in accordance witlı EN Result 
149:2001 +Al:2009 
Filtering lıalf mask Passed 
slıall not bum or not 
continue to bum for Filtering lıalfmasks fulfill 
ıııore than 5 s a fter requireınents of the 

reınoval from tlıe flanıe standard 

---------------- ---- -----

An average 
CO, content of Requireınents in accordance witlı Result 
tlıe inhalation EN 149:2001 + A 1 :2009 

air 
Passed 

CO, content of tlıe inlıalation air 
0.52 [%] shall not exceed an average of Filtering lıalfmasks 

1.0% by volume fulfıl requiremenıs of 
tlıe standard 

1 Conditioning: (A.R.) As Received. oriı,�nal 

-·-!· 

Head harness: In Practical Perfomıance and TIL test repoııs no adverse effects lıave been repoııed for donniııg and remove oftlıe mask also tlıe 
results oftlıese tests indicates tlıat tlıe ear loops / head hamess are capable of holding the mask fınnly enouglı. 

Field ofvision: In Practical Perfonnance repoıı. no adverse effects were repoııed for tlıe fıeld ofvision availability when tlıe mask is weared. 

ı Exhalation Valve(s): 
Tlıe model under inspection lıave no valves. 
Passed. 

Bre:ıthing Resistance: lnhalation 

The overall evaluation in ıhe f:igures gathered for 9 differeııt samples 3 as received. 3 wiılı temparature conditioning and 3 sinıulaıed wearing 
rreatnıent conditioned conıplies with the liıniıs given in the standard for FFPI, FFP2 and FFP3 classes. This is valid for inhalation results for 30 
L/min. 95 L/nıin and exhalation at 160 L/nıin. 

1 Passed. 
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UNIVERSAL CERTIFICATION and SURVEILLANCE SERVICES TRADE CO.

Necip Fazil Bulvari Keyap Sitesi E2 Blok No:44/84 Yukari Dudullu Umraniye, Istanbul / TURKEY

TESTREPORT 

Report Date: 16.12.2020

Report Number: 12-2020-T0581

CLIENT and SAMPLE INFORMA TION

TEST OWNER

ADDRESS

SAMPLE DESCRlPTION

BRAND NAME - MODEL

TESTING STANDARD

CASE NUMBER 

Folding type 
 

protective mask 

CML / CML-
EN 149:2001+Al:2009
CE-PPE-3764

SAMPLE RECEIVE DATE 27.11.2020 1 TESTING START DATE 1 27.11.2020
DISINFECTION INSTRUCTION Not given, single use only

lf applicable

NUMBER OF SAMPLES 50 1 SAMPLE IDs: 1 1-46

AS RECEIVED SAMPLE NO 26-46 
Simulated wearing l -2-3-4-5-6-7-8-9 (As Received)treatment 

CONDITlONlNG SAMPLE NO 10-11-12-13-14-15 (Sanıp le after test of Mechanical
Temperature conditioning Strength) 

16-17-18-19-20-21-22-23-24-25 (As Received)
Mechanical strength 10-11-12-13-14-15 (As Received)

The results given in this test report belongs to the samples tested. The report content cannot be recreated partially without the 
written consent ofUNIVERSAL CERTTFICATION. 

UNIVERSAL 

Sarıgazi V.D. 892 025 8722 

Suat KAÇMAZ 

Director
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