




 

 

 

 
GePTES=T   No.: TD11/GT255/250/2102/E/2233  

   
 

   

EU TYPE-EXAMINATION CERTIFICATE 
 
Name of Certification Body: GePTES=T KIW. Phone: +3612503531 
EU notified body identification number: 2233 Fax: +3614300888 
Address: Jablonka St. 79, 1037 Budapest, HUNGARY E-mail: gepteszt@gepteszt.hu 
Present EU type-examination certificate is valid only with the sealed identification sample (authentic sample) and 

the documents identified below. The EU type-examination certificate is not transferable. 
 

1. Product designation: Particle filtering half mask  
Pro Tech FFP2 FFP2 non reusable particle filtering half mask without valves.  
Serial / Model No.: Pro Tech FFP2 
Year of production: 2021  

2. Name and address of the holder of the certificate (Manufacturer or authorized representative): 
TECHPRINT SRL 
Address: Via Traversa di Maiano 11 / 16- 59100 Prato, ITALY 

3. Name and address of the Manufacturer: same as above (point 2) 
4. Protecting ability of PPE: Personal protective equipment providing respiratory system protection. 

Category III. EN 149:2001+A1:2009 class FFP2 NR 
5. Identification data of the records of examination for compliance of PPE: 

a. Certification Body: GePTES=T KIW. 
Record of examination: VD35/255/2102/E/2233 

b. Identification of body: NB2233 
6. Documentation of the compliance with the essential health and safety protection requirements: 

Fully applied nationalized standard(s) during the production of the PPE: 
Category III. EN 149:2001+A1:2009 class FFP2 NR 

Annexes: 
x Users information 
x Technical file 

7.  
Requirements for indicating the CE mark: The size of the CE marking may not be less than 
5 mm. The CE mark must be located on the product label 

8. Further notes relating to the PPE: Manufacturer cannot place on the market or bring into service any 
Category III PPE without having established a formal agreement with a Notified Body about conformity to 
type assessment. 

The EU type-examination certificate will be withdrawn in case of existence of conditions stated in Article 32 
point 5. and in Annex V. 7.7. of regulation (EU) 2016/425 of the European Parliament of the Council. 

 

Legal remedy can be applied against the condition stated in the EU type-examination Certificate. The 
applicaWion for appeal shoXld be sXbmiWWed Wo Whe DirecWor Manager of GePTESZT KfW., and Whe applicaWion 

Zill be jXdged b\ Whe board of GePTESZT KfW. CerWificaWe Bod\. 
 

The type tested complies with the regulation (EU) 2016/425 of the European Parliament of the Council. 
 

The present certificate is valid until 24th February, 2026 
 

Budapest, 24th February, 2021² HUNGARY 
 

«««««««««««. 
BXdai IsWYin 

Head of Certification Body 





Jablonka St. 79. 
1037 Budapest 
HUNGARY 

Tel.: +36-1 / 250-35-31 
Fax: +36-1 / 430-08-88 

E-mail: gepteszt@gepteszt.hu 
web: www.gepteszt.hu  
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     2233 

 
GePTESZT Kft. Inspection Bod\ 

 
Notified Body under regulation 

2016/425 (EU) personal protective equipment 
Notified Bod\ number in the EU on n�2233 

Registration number: 3/2018 
 
 

CERT I F I CATE  

of conformity to type assessment based on internal production control plus supervised 
product checks at random intervals (module C2) 

 
N� ED29/E154/2102/E/2233 

 
Requirement: fullfillment of Article 19 c.) i. point of the regulation 2016/425 EU in 

accordance with Annex VII, module C2 conformity to type assessment 
 

Name of manufacturer (controlled): 

TECHPRINT SRL 
 

Address: Via Traversa di Maiano 11 / 16- 59100 Prato, ITALY 
 

The above mentioned company is authorized to affix marking 
 

                                                  
 

on the personal protective equipment listed in Annex 1 of the certificate 
 

Type of inspection: module C2 
 
Method used during inspection: 
On-site production control according to regulation 2016/425 module C2 and relevant RfU 
sheets. Supervised product checks according to the harmonised standards. 
 
 
 
 
 
 
 

…………………………………… 
HajdX Mirton 

Head of the Inspection Body 

2021.02.24. 
issue date 

2021.12.31. 
expiry date 



1037 Budapest 
Jablonka ~t 79. 
HUNGARY 

Tel.: +36-1 / 250-35-31 
Fax: +36-1 / 430-08-88 

E-mail: gepteszt@gepteszt.hu 
web: www.gepteszt.hu  
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Place of inspection Via Traversa di Maiano 11 / 16- 59100 Prato, ITALY 
Date of inspection: 2021.02.24. 
Inspection report number:  VD35/255/2102/E/2233 

 

Anne[ 1 of N� ED29/E154/2102/E/2233 

Description Model/Type 
EU type-examination 

certificate 
Issued by 

Particle filtering half-mask Pro Tech FFP2 TD11/GT255/250/2102/E/2233 GePTESZT 
 
 
Budapest, 2021.02.24. 
 
 
 
 
 
 
 
 

…………………………………… 
HajdX Mirton 

Head of the Inspection Body 





 

 
GÉPTESZT   No.: TD11/GT255/250/2102/X1/E/2233  

   
 

   

EU TYPE-EXAMINATION CERTIFICATE EXTENSION 
 
Name of Certification Body: GÉPTESZT Kft. Phone: +3612503531 
EU notified body identification number: 2233 Fax: +3614300888 
Address: Jablonka St. 79, 1037 Budapest, HUNGARY E-mail: gepteszt@gepteszt.hu 

Present EU type-examination certificate extension is valid only with: 
EU type-examination certificate No.: TD11/GT255/250/2102/E/2233 

Record of examination No.: VD35/255/2102/E/2233 and VD36/255/X1/2102/E/223 
The EU type-examination certificate is not transferable. 

1. Product designation: Particle filtering half mask  
Pro Tech FFP2 non reusable particle filtering half mask without valves  in white, pink fuchsia, turquoise, green, 

 beige, stain leopard, pink military, mimetic military and black colours.
Serial / Model No.: Pro Tech FFP2
Year of production: 2021  

2. Name and address of the holder of the certificate (Manufacturer or authorized representative): 
TECH PRINT SRL  
Address:  Via Traversa di Maiano 11/ 16- 59100 Prato, ITALY  

3. Name and address of the Manufacturer: same as above (point 2) 
4. Protecting ability of PPE: Personal protective equipment providing respiratory system protection. 

Category III. EN 149:2001+A1:2009 class FFP2 NR 
5. Identification data of the records of examination for compliance of PPE: 

a. Certification Body: GÉPTESZT Kft. 
Record of examination: VD35/255/2012/E/2233 and VD36/255/X1/2102/E/223 

b. Identification of body: NB2233 
6. Documentation of the compliance with the essential health and safety protection requirements: 

Fully applied nationalized standard(s) during the production of the PPE: 
Category III. EN 149:2001+A1:2009 class FFP2 NR 

Annexes: 
Users information 
Technical file 

7.  
Requirements for indicating the CE mark: The size of the CE marking may not be less than 
5 mm. The CE mark must be located on the product label 

8. Further notes relating to the PPE: Manufacturer cannot place on the market or bring into service any 
Category III PPE without having established a formal agreement with a Notified Body about conformity to 
type assessment. 

The EU type-examination certificate will be withdrawn in case of existence of conditions stated in Article 32 
point 5. and in Annex V. 7.7. of regulation (EU) 2016/425 of the European Parliament of the Council.  

 

Legal remedy can be applied against the condition stated in the EU type-examination Certificate. The 
application for appeal should be submitted to the Director Manager of GÉPTESZT Kft., and the application 

will be judged by the board of GÉPTESZT Kft. Certificate Body. 
 

The type tested complies with the regulation (EU) 2016/425 of the European Parliament of the Council. 
 

The present certificate is valid until 24th February, 2026 
 

Budapest, 23rd March, 2021– HUNGARY 
 

……………………………. 
Budai István 

Head of Certification Body 

..
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Notified Bod\ No. 2233 
registered in the EXropean Union

 Address: Jablonka SW. 79., BXdapesW, 1037, HUNGARY 
e-mail: nb2233@gepWes]W.hX 
Zeb: ZZZ.gepWes]W.hX 
Phone: +3612503531 

 
PERSONAL PROTECTIVE EQUIPMENT 

EU TYPE-EXAMINATION 
TEST REPORT 

 
E N  1 4 9 : 2 0 0 1 + A 1 : 2 0 0 9  
Particle filtering half mask 

 
The e[aminaWion and WesWing of Personal ProWecWiYe EqXipmenW Zere carried oXW in accordance ZiWh 

MSZ EN ISO/IEC 17025:2005 sWandard 
 

 

CXstomer:    TECHPRINT SRL  
    Address: Via TraYersa di Maiano 11 / 16- 59100 PraWo, ITALY 

Model:    Pro Tech FFP2   
Classification:   FFP2 NR 
E[halation YalYe:   NO 
Inhalation YalYe:   NO 
Uses:     non reXsable 

Project nXmber:   GT255 
Test report nXmber:  VD35/255/2102/E/2233 
Project Zorksheet nXmber: VD-34-2021-255 
Date of the test:   2021.02.12 - 02.26. 

Samples receiYed date:  2021.02.12. 
Sample nXmbers:   255-1 - 255-46 
Attachment:    no 

IssXed:    BXdapest, 2021.02.26. 

 

 
Director of Laborator\ 



NXmber of docXment: VD35/255/2102/E/2233 
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ReleYant standards, directiYes and reqXirements: 
EN 149:2001+A1:2009 Filtering half masks to protect against particles 

Description of the sample 
The foldable mask is sold in ZhiWe coloXr and consisWs of 5 la\ers: 

1. TNT POLYESTER  
2. MELTBLOWN Poliproplene 
3. TNT 100% POLIPROPILENE 
4. MELTBLOWN 
5. TNT POLIPROPILENE 100%  

The nose clip is made of PP. The elasWic  earloop is made of elasWomere/n\lon. 
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Short description of EU-t\pe tests: 

ReqXirement Test method Description ResXlt 

7.4 8.2 Packaging Passed 
7.5 8.2 MaWerial Passed 
7.6 8.11 Cleaning and disinfecWing NA 
7.7 8.4 PracWical performance Passed 
7.8 8.2 Finish of parWs Passed 
7.9.1 8.5 ToWal inZard leakage Passed 
7.9.2 8.11 PeneWraWion of filWer maWerial: NaCl Passed 
7.9.2 8.11 PeneWraWion of filWer maWerial: paraffin oil Passed 
7.10 8.4 and 8.5 CompaWibiliW\ ZiWh skin Passed 
7.11 8.6 FlammabiliW\ Passed 
7.12 8.7 Carbon dio[ide conWenW of Whe inhalaWion air Passed 
7.13 8.4 and 8.5 Head harness Passed 
7.14 8.4 Field of Yision Passed 
7.15 8.2, 8.3.4, 8.8 E[halaWion YalYe(s) NA 
7.16 8.9 BreaWhing resisWance Passed 
7.17 8.10 Clogging NA 
7.18 8.2 DemoXnWable parWs NA 
9 - Marking Passed 
10 - InformaWion Wo be sXpplied b\ Whe manXfacWXrer Passed 

Anal\sis and details of EU-t\pe test resXlts: 

7.4 Packaging 
Each mask is packed in a PVC bag, 10 pieces of masks are packed in a cardboard bo[. 
The packaging giYes enoXgh proWecWion againsW mechanical damage or conWaminaWion.  
PASSED 

7.5 Material 
 condiWioning S.W.: Sample nr: 255-16 Wo 255-18 

None of Whe parWicle filWering half masks haYe sXffered mechanical failXre of Whe facepiece or sWraps.  
 condiWioning T.C.: Sample nr.: 255-41 Wo 255-43 

ParWicle filWering half masks did noW collapse. 
PASSED 

7.6 Cleaning and disinfecting (onl\ for reXsable masks) 
BecaXse Whe mask is non-reXsable, Whis WesW Zas noW carried oXW. 
NA

7.7 Practical performance 
The parWicle filWering half masks are WesWed b\ pracWical performance WesWs Xnder realisWic condiWions. 

1. Walking WesW for 10 min  
2. Work simXlaWion WesWs:   

  
 filling a small baskeW 20[ in 10 min; 

SXbjects Samples Conditioning ResXlt 

BK 255-1 A.R. PASSED 
TLA 255-2 A.R. PASSED 

 
PASSED 
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7.8 Finish of parts 
ParWs of Whe deYice are likel\ Wo come inWo conWacW ZiWh Whe Zearer haYe no sharp edges or bXrrs.
PASSED

7.9.1 Total inZard leakage  
WiWh sodiXm chloride aerosol. The masks Zere in good condiWion.  
NXmber of sXbjecWs Zere replaced, becaXse of noW fiWWing/facial dimensions: 0  

SXbjects facial dimensions 

SXbject Face length, 
mm 

Face Zidth, 
mm 

Face depth, 
mm 

MoXth Zidth, 
mm 

LA 123 140 105 60 
BL 110 140 130 50 
SA 110 120 120 50 
RE 115 138 112 48 
BD 120 130 135 55 
NA 130 120 130 50 
DF 108 136 105 55 
NT 122 134 142 57 
BN 105 119 111 57 
BP 120 125 116 57 

SXbject Sample Cond. 
Total inZard leakage, % 

Mean, % 
Walk Head 

left/right 
Head 

Xp/doZn Talk Walk 

LA 255-3 A.R. 2,32 1,97 2,29 5,02 3,54 3,03 
BL 255-4 A.R. 4,51 2,70 3,87 3,97 3,71 3,75 
SA 255-5 A.R. 4,73 4,90 5,17 3,86 3,49 4,43 
RE 255-6 A.R. 2,21 2,86 2,61 3,45 2,76 2,78 
BD 255-7 A.R. 3,45 3,56 4,01 6,73 3,31 4,21 
NA 255-8 T.C. 2,70 2,55 3,31 2,31 3,30 2,83 
DF 255-9 T.C. 4,00 4,76 4,85 6,67 4,82 5,02 
NT 255-10 T.C. 5,15 5,41 3,75 4,57 4,30 4,64 
BN 255-11 T.C. 3,69 3,79 3,40 5,16 3,48 3,90 
BP 255-12 T.C. 2,88 3,17 3,09 4,38 2,81 3,27 

50 oXW of Whe 50 indiYidXal e[ercise resXlWs for WoWal inZard leakage Zere noW greaWer Whan 11 % and 
10 oXW of Whe 10 indiYidXal Zearer ariWhmeWic means for Whe WoWal inZard leakage Zere noW greaWer Whan 8%. 
PASSED 

7.9.2 Penetration of filter material: NaCl 
NaCl aerosol: concenWraWion: 4-12 mg/m3, floZ: 95 l/min 

Sample Conditioning Penetration, % E[posXre, % 

255-13 A.R. 1,33 NA 
255-14 A.R. 1,20 NA 
255-15 A.R. 1,32 NA 
255-16 S.W. 1,17 NA 
255-17 S.W. 1,27 NA 
255-18 S.W. 1,28 NA 
255-19  NA 1,29 
255-20  NA 1,37 
255-21  NA 1,28 

Ma[imXm permitted: 6 % 
The peneWraWion of Whe filWer maWerial did noW e[ceed Whe ma[imXm permiWWed 6 % in case of an\ masks. 
PASSED 
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7.9.2 Penetration of filter material: paraffin oil 
Paraffin aerosol: concenWraWion: 15-25 mg/m3, floZ: 95 l/min

Sample Conditioning Penetration, % E[posXre, % 

255-22 A.R. 2,27 NA 
255-23 A.R. 2,29 NA 
255-24 A.R. 2,23 NA 
255-25 S.W. 2,40 NA 
255-26 S.W. 2,64 NA 
255-27 S.W. 2,42 NA 
255-28  NA 2,96 
255-29  NA 3,12 
255-30  NA 2,99 

Ma[imXm permitted: 6 % 
The peneWraWion of Whe filWer maWerial did noW e[ceed Whe ma[imXm permiWWed 6 % in case of an\ masks. 
PASSED 

7.10 Compatibilit\ Zith skin 
MaWerials WhaW ma\ come inWo conWacW ZiWh 
adYerse effecW Wo healWh. 

DXring Whe PracWical performance WesW Where Zere no problems. 
DXring Whe ToWal inZard leakage WesW Where Zere no problems. 
PASSED 

7.11 Flammabilit\ 

Sample Conditioning 

255-33 T.C. 
255-34 T.C. 
255-31 A.R. 
255-32 A.R. 

The maWerials Xsed do noW presenW a danger for Whe Zearer and are noW of highl\ flammable naWXre. The samples did 
noW bXrn. 
PASSED 

7.12 Carbon dio[ide content of the inhalation air 
Air sXpplied from breaWhing machine: 25 c\cles/min and 2,0 l/sWroke, carbon dio[ide conWenW of e[haled air 5 V/V%, 
air floZ 0,5 m/s. 
AmbienW carbon dio[ide leYel: 0,08 % (less Whan 0,1 %.) 

Sample CO2, V/V% 

255-35 0,52 
255-36 0,54 
255-37 0,49 

AYerage 0,52 
The carbon dio[ide conWenW of Whe inhalaWion air (dead space) did noW e[ceed an aYerage of 1,0 V/V %. 
PASSED 

7.13 Head harness 
There Zere no adYerse commenWs regarding secXriW\ folloZing limiWed pracWical performance and WoWal inZard 
leakage WesWing.  
The prodXcW saWisfied Whe WoWal inZard leakage reqXiremenWs. See parW 7.9.1. for resXlWs. 
PASSED 
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7.14 Field of Yision 

Sample 
255-1 
255-2 

DXring Whe pracWical performance WesW Whe field of Yision Zas noW affecWed adYersel\ b\ Zearing mask. 
PASSED 

7.15 E[halation YalYe(s) 
NA

7.16 Breathing resistance 

Sample Conditioning 

Inhalation resistance E[halation reistance 160 l/min 

30 l/min 95 l/min ahead Yert.XpZ
ards 

Yert 
doZnZar

ds 
left right 

255-38 A.R. 0,38 1,19 1,92 1,94 1,92 1,93 1,92 
255-39 A.R. 0,36 1,16 1,95 1,96 1,94 1,94 1,95 
255-40 A.R. 0,37 1,15 1,93 1,94 1,94 1,93 1,93 
255-41 T.C. 0,33 1,09 1,78 1,79 1,78 1,79 1,78 
255-42 T.C. 0,34 1,08 1,81 1,81 1,80 1,81 1,81 
255-43 T.C. 0,33 1,11 1,79 1,81 1,80 1,79 1,78 
255-44 S.W. 0,35 1,10 1,83 1,84 1,83 1,82 1,83 
255-45 S.W. 0,34 1,12 1,81 1,83 1,82 1,81 1,82 
255-46 S.W. 0,36 1,11 1,84 1,84 1,84 1,82 1,83 
Ma[imXm permitted 0,7 2,4 3,0 

None of Whe measXred YalXes e[ceeded Whe ma[imXm YalXes. 
PASSED 

7.17 Clogging 
The opWional dolomiW clogging WesW Zas noW reqXired b\ manXfacWXrer. 
NA

7.18 DemoXntable parts 
The deYice does noW conWain demoXnWable parWs. 
NA

9. Marking 
The marking informaWion is compleWe and clearl\ and dXrabl\ marked on Whe packaging. 
The marking informaWion is compleWe and clearl\ and dXrabl\ marked on Whe parWicle filWering half mask. 
PASSED 

10.  Information to be sXpplied b\ the manXfactXrer 
InformaWion Wo be sXpplied b\ Whe manXfacWXrer accompan\ eYer\ smallesW commercial aYailable package and conWain 
all informaWion necessar\ for Wrained and qXalified persons. 
PASSED 

ResXlt of EU-t\pe test: 

The aboYe described Pro Tech FFP2 particle filtering half mask aW Whe Wime of Whe WesW  conformed Wo Whe WesW 
reqXiremenWs of EN 149:2001+A1:2009 class FFP2 NR aW Whe close daWe of WesW reporW. 

 
 
 

E N D  O F  T H E  T E S T  R E P O R T  
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352 7ECH FF32  
 

7ECH1ICA/ FI/E 
ThLV TechQLcaO DRcXPeQWaWLRQ haV beeQ SUeSaUed accRUdLQg WR Whe gXLdeOLQeV aQd cRQWeQWV  Rf AQQe[ III ² 
RegXOaWLRQ (EU) 2016/425, ZLWh Whe aLP Rf accRPSaQ\LQg Whe ceUWLfLcaWLRQ b\ Whe aSSURSULaWe NRWLfLed BRd\, 
fROORZLQg Whe cRPSOLaQce WeVWV WR EN 149:2001 - A1:2009. 

 

 

 

 

 

 

SHGH DPPLQLVWUDWLYD VLD W. TREDJL ² 59100 PRATO (PO) 

SHGH GL SURJHWWD]LRQH VLD FRQGD GL MH]]DQD ² 59100 PRATO (PO) 

SHGH OSHUDWLYD VLD TUDYHUVD GL MDLDQR 11 ² 59100 PRATO (PO) 
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General Information 
 

MANUFACTURER NAME: TECH PRINT SRL 

MANUFACTURER ADDRESS: 
VIA TRAVERSA DI MAIANO 11/16 59100 PRATO (ITALY) 

Sede AmminiVWraWiYa: Via W. Tobagi 39² 59100 PRATO 

PRODUCT TYPE: Half-Face RESPIRATOR 

APPLICABLE STANDARDS: EN 149:2001+A1:2009 

MODEL IDENTIFICATION: PRO TECH  

PERFORMANCE CLASSIFICATION: FFP2 NR 

TECHNICAL FILE REFERENCE: FASCICOLO TECNICO  

DATE AND REVISION CONTROL: ReY.00 del 11/02/2021 
 

 
 
 
 
 
 
 
 
 
 

SUBMITTED BY NAME: 
 

 
Jianrui Cai 

SUBMITTED BY DATE: 
 

 

ϭϭ/ϬϮ/ϮϬϮϭ 

 
STATEMENT: 

 

The signature below is to confirm that the statements, information and 
declarations within this technical file are true and accurate. 

 
SIGNATURE: 
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ϭ. Authorised representative details, and mandate (Arƚicle ϵ) 
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ϭ. AUTHORISED REPRESENTATIVE 
 

Authorised representative appointed? NO 

Company Name:  

Full Postal Address:  

DECLARATION 
 
 N/A 

NAME:  DATE:  
 
 

Ϯ. INTENDED USE OF THE PPE 
PRO TECH FFP2 Pro, iV a facial half-maVk; no-YalYe, for profeVVional and Zorking XVe for one VhifW (8hrV). 
ClaVVified aV PerVonal ProWecWiYe EqXipmenW (PPE) caWegor\ III, iW iV deVigned Wo proWecW Whe reVpiraWor\ WracW from 
conWaminanWV and YirXVeV. 
 

 
 
 
 
 
 
 

ϯ. TECHNICAL SPECIFICATION OR HARMONIZED STANDARDS 
ThiƐ Ɛecƚion iƐ Ɛpliƚ inƚo ƚǁo parƚƐ͘ ;ϯ͘ϭͿ ƐhoƵld be compleƚed if a ƚechnical Ɛpecificaƚion haƐ been ƵƐed͕ and ;ϯ͘ϮͿ ƐhoƵld be compleƚed if harmoniǌed ƐƚandardƐ 
haǀe been ƵƐed͘ 

ϯ.ϭ TECHNICAL SPECIFICATION 
A ƚechnical Ɛpecificaƚion iƐ ƵƐed ƚǇpicallǇ ǁhere ƚhere iƐ no appropriaƚe harmoniǌed Ɛƚandard͕ or ƚhere iƐ a gap in harmoniǌed ƐƚandardƐ reqƵiring a ƚechnical 
Ɛpecificaƚion ƚo be prodƵced͘ A ƚechnical Ɛpecificaƚion can incorporaƚe Ɛome claƵƐeƐ of harmoniǌed ƐƚandardƐ͘ Where a ƚechnical Ɛpecificaƚion haƐ been ƵƐed͕ 
pleaƐe compleƚe ƚhe beloǁ͘ 

Technical specification used? NO 
Harmonized standard(s) clauses used? NO 
STANDARD NUMBER Θ DATE OF PUBLICATION CLAUSE NUMBERS USED 

  

ϯ.Ϯ. HARMONIZED STANDARDS 
PleaƐe liƐƚ all of ƚhe harmoniǌed ƐƚandardƐ applicable ƚo ƚhe prodƵcƚ ƚo ƚeƐƚ conformiƚǇ ƚo ƚhe EHSRƐ and confirm if ƚhe Ɛƚandard haƐ been ƵƐed in fƵll͘ If onlǇ 
Ɛome claƵƐeƐ of a Ɛƚandard haǀe been applied͕ ƚhoƐe claƵƐeƐ ƐhoƵld be liƐƚed͘ 
STANDARD Θ DATE FULL OR PART USED CLAUSE NUMBERS USED 
EN ϭϰϵ:ϮϬϬϭнAϭ:ϮϬϬϵ Has been used in full?    
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ϰ. ESSENTIAL HEALTH Θ SAFETY REQUIREMENTS – EHSRs (Annex II PPER) 
PleaƐe chooƐe YES or No for each EHSR͘ For ƚhoƐe ǇoƵ haǀe marked ͚ǇeƐ͕͛ pleaƐe mark an ͚X͛ againƐƚ ƚhe acƚion ƚaken ƚo deal ǁiƚh ƚhe reqƵiremenƚ͘ If ǇoƵr acƚion iƐ noƚ ƚeƐƚͬUƐer Info or marking͕ pleaƐe giǀe a brief deƐcripƚion 
Ƶnder oƚher͘ 
Ref List of EHSRs as per the PPE Regulation APPLICABLE ACTIONS TAKEN TO ADDRESS 

  YES/NO TESTING 
Standard/clause 

UI 
Mark X 

MARKING 
Mark X 

OTHER (DESCRIBE) 

ϭ GENERAL REQUIREMENTS APPLICABLE TO ALL PPE      
 PPE must provide adequate protection against the risks 

against which it is intended to protect. 
YES     

ϭ.ϭ Design principles      
ϭ͘ϭ͘ϭ ErgonomicƐ      

 PPE must be designed and manufactured so that, in the 
foreseeable conditions of use for which it is intended, the 
user can perform the risk-related activity normally whilst 
enjoying appropriate protection of the highest level 
possible. 

YES     

ϭ͘ϭ͘Ϯ LeǀelƐ and claƐƐeƐ of proƚecƚion      
ϭ͘ϭ͘Ϯ͘ϭ OpƚimƵm leǀel of proƚecƚion      

 The optimum level of protection to be taken into account in 
the design is that beyond which the constraints imposed by 
the wearing of the PPE would prevent its effective use 
during the period of exposure to the risk or the normal 
performance of the activity. 

YES     

ϭ͘ϭ͘Ϯ͘Ϯ ClaƐƐeƐ of proƚecƚion appropriaƚe ƚo differenƚ leǀelƐ of riƐk      
 Where differing foreseeable conditions of use are such that 

several levels of the same risk can be distinguished, 
appropriate classes of protection must be taken into 
account in the design of the PPE. 

YES     

ϭ.Ϯ Innocuousness of PPE      
ϭ͘Ϯ͘ϭ AbƐence of inherenƚ riƐkƐ and oƚher nƵiƐance facƚorƐ      

 PPE must be designed and manufactured so as not to 
create risks or other nuisance factors under foreseeable 
conditions of use. 

YES     

ϭ͘Ϯ͘ϭ͘ϭ SƵiƚable conƐƚiƚƵenƚ maƚerialƐ      
 The materials of which the PPE is made, including any of 

their possible decomposition products, must not adversely 
affect the health or safety of users. 

YES     

ϭ͘Ϯ͘ϭ͘Ϯ SaƚiƐfacƚorǇ ƐƵrface condiƚion of all PPE parƚƐ in conƚacƚ 
ǁiƚh ƚhe ƵƐer 
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ϰ. ESSENTIAL HEALTH Θ SAFETY REQUIREMENTS – EHSRs (Annex II PPER) 
PleaƐe chooƐe YES or No for each EHSR͘ For ƚhoƐe ǇoƵ haǀe marked ͚ǇeƐ͕͛ pleaƐe mark an ͚X͛ againƐƚ ƚhe acƚion ƚaken ƚo deal ǁiƚh ƚhe reqƵiremenƚ͘ If ǇoƵr acƚion iƐ noƚ ƚeƐƚͬUƐer Info or marking͕ pleaƐe giǀe a brief deƐcripƚion 
Ƶnder oƚher͘ 
Ref List of EHSRs as per the PPE Regulation APPLICABLE ACTIONS TAKEN TO ADDRESS 

  YES/NO TESTING 
Standard/clause 

UI 
Mark X 

MARKING 
Mark X 

OTHER (DESCRIBE) 

 Any part of the PPE that is in contact or is liable to come 
into contact with the user when the PPE is worn must be 
free of rough surfaces, sharp edges, sharp points and the 
like which could cause excessive irritation or injuries. 

YES     

ϭ͘Ϯ͘ϭ͘ϯ MaǆimƵm permiƐƐible ƵƐer impedimenƚ      
 Any impediment caused by PPE to the actions to be carried 

out, the postures to be adopted and sensory perceptions 
shall be minimised. Furthermore, use of the PPE must not 
engender actions which might endanger the user. 

YES     

ϭ.ϯ Comfort and effectiveness      
ϭ͘ϯ͘ϭ Adapƚaƚion of PPE ƚo ƵƐer morphologǇ      

 PPE must be designed and manufactured in such a way as 
to facilitate its correct positioning on the user and to 
remain in place for the foreseeable period of use, bearing 
in mind ambient factors, the actions to be carried out and 
the postures to be adopted. For this purpose, it must be 
possible to adapt the PPE to fit the morphology of the user 
by all appropriate means, such as adequate adjustment and 
attachment systems or the provision of an adequate range 
of sizes. 

YES     

ϭ͘ϯ͘Ϯ LighƚneƐƐ and Ɛƚrengƚh      
 PPE must be as light as possible without prejudicing its 

strength and effectiveness. 
YES     

 PPE must satisfy the specific additional requirements in 
order to provide adequate protection against the risks for 
which it is intended and PPE must be capable of 
withstanding environmental factors in the foreseeable 
conditions of use. 

YES     

ϭ͘ϯ͘ϯ CompaƚibiliƚǇ of differenƚ ƚǇpeƐ of PPE inƚended for 
ƐimƵlƚaneoƵƐ ƵƐe 

     

 If the same manufacturer places on the market several PPE 
models of different types in order to ensure the 
simultaneous protection of adjacent parts of the body, they 
must be compatible. 

NO     

ϭ͘ϯ͘ϰ Proƚecƚiǀe cloƚhing conƚaining remoǀable proƚecƚorƐ      
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ϰ. ESSENTIAL HEALTH Θ SAFETY REQUIREMENTS – EHSRs (Annex II PPER) 
PleaƐe chooƐe YES or No for each EHSR͘ For ƚhoƐe ǇoƵ haǀe marked ͚ǇeƐ͕͛ pleaƐe mark an ͚X͛ againƐƚ ƚhe acƚion ƚaken ƚo deal ǁiƚh ƚhe reqƵiremenƚ͘ If ǇoƵr acƚion iƐ noƚ ƚeƐƚͬUƐer Info or marking͕ pleaƐe giǀe a brief deƐcripƚion 
Ƶnder oƚher͘ 
Ref List of EHSRs as per the PPE Regulation APPLICABLE ACTIONS TAKEN TO ADDRESS 

  YES/NO TESTING 
Standard/clause 

UI 
Mark X 

MARKING 
Mark X 

OTHER (DESCRIBE) 

 Protective clothing containing removable protectors 
constitutes PPE and shall be assessed as a combination 
during conformity assessment procedures. 

NO     

ϭ.ϰ ManufacturerΖs instructions and information      
 In addition to the name and address of the manufacturer, 

the instructions that must be supplied with the PPE must 
contain all relevant information on: 

YES     

 (a) instructions for storage, use, cleaning, maintenance, 
servicing and disinfection. Cleaning, maintenance or 
disinfectant products recommended by manufacturers 
must have no adverse effect on the PPE or the user when 
applied in accordance with the relevant instructions; 

YES     

 (b) performance as recorded during relevant technical tests 
to check the levels or classes of protection provided by the 
PPE; 

YES     

 (c) where applicable, accessories that may be used with the 
PPE and the characteristics of appropriate spare parts; 

NO     

 (d) where applicable, the classes of protection appropriate 
to different levels of risk and the corresponding limits of 
use; 

YES     

 (e) where applicable, the month and year or period of 
obsolescence of the PPE or of certain of its components; 

YES     

 (f) where applicable, the type of packaging suitable for 
transport; 

YES     

 (g) the significance of any markings (see point Ϯ.ϭϮ); YES     

 (h) the risk against which the PPE is designed to protect; YES     
 (i) the reference to this Regulation and, where applicable, 

the references to other Union harmonisation legislation; 
YES     

 (j) the name, address and identification number of the 
notified body or bodies involved in the conformity 
assessment of the PPE; 

YES     

 (k) references to the relevant harmonized standard(s) used, 
including the date of the standard(s), or references to the 
other technical specifications used; 

YES     
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ϰ. ESSENTIAL HEALTH Θ SAFETY REQUIREMENTS – EHSRs (Annex II PPER) 

PleaƐe chooƐe YES or No for each EHSR͘ For ƚhoƐe ǇoƵ haǀe marked ͚ǇeƐ͕͛ pleaƐe mark an ͚X͛ againƐƚ ƚhe acƚion ƚaken ƚo deal ǁiƚh ƚhe reqƵiremenƚ͘ If ǇoƵr acƚion iƐ noƚ ƚeƐƚͬUƐer Info or marking͕ pleaƐe giǀe a brief deƐcripƚion 
Ƶnder oƚher͘ 
Ref List of EHSRs as per the PPE Regulation APPLICABLE ACTIONS TAKEN TO ADDRESS 

  YES/NO TESTING 
Standard/clause 

UI 
Mark X 

MARKING 
Mark X 

OTHER (DESCRIBE) 

 (l) the internet address where the EU declaration of 
conformity can be accessed. 

YES     

 The information referred to in points (i), (j), (k) and (l) need 
not be contained in the instructions supplied by the 
manufacturer if the EU declaration of conformity 
accompanies the PPE. 

YES     

Ϯ ADDITIONAL REQUIREMENTS COMMON TO SEVERAL 
TYPES OF PPE 

     

Ϯ.ϭ PPE incorporating adjustment systems      
 If PPE incorporates adjustment systems, the latter must be 

designed and manufactured so that, after adjustment, they 
do not become undone unintentionally in the foreseeable 
conditions of use. 

NO     

Ϯ.Ϯ PPE enclosing the parts of the body to be protected      
 PPE must be designed and manufactured in a way that 

perspiration resulting from use is minimised. Otherwise it 
must be equipped with means of absorbing perspiration. 

NO     

Ϯ.ϯ PPE for the face, eyes and respiratory system      

 Any restriction of the user’s face, eyes, field of vision or 
respiratory system by the PPE shall be minimised. 

YES     

 The screens for those types of PPE must have a degree of 
optical neutrality that is compatible with the degree of 
precision and the duration of the activities of the user. 

NO     

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

NO     

 Models of PPE intended for users requiring sight correction 
must be compatible with the wearing of spectacles or 
contact lenses. 

NO     

Ϯ.ϰ 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 indelibly and unambiguously marked 
on each item of PPE placed on the market and on its 
packaging. 

YES     
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ϰ. ESSENTIAL HEALTH Θ SAFETY REQUIREMENTS – EHSRs (Annex II PPER) 

PleaƐe chooƐe YES or No for each EHSR͘ For ƚhoƐe ǇoƵ haǀe marked ͚ǇeƐ͕͛ pleaƐe mark an ͚X͛ againƐƚ ƚhe acƚion ƚaken ƚo deal ǁiƚh ƚhe reqƵiremenƚ͘ If ǇoƵr acƚion iƐ noƚ ƚeƐƚͬUƐer Info or marking͕ pleaƐe giǀe a brief deƐcripƚion 
Ƶnder oƚher͘ 
Ref List of EHSRs as per the PPE Regulation APPLICABLE ACTIONS TAKEN TO ADDRESS 

  YES/NO TESTING 
Standard/clause 

UI 
Mark X 

MARKING 
Mark X 

OTHER (DESCRIBE) 

 If the manufacturer is unable to give an undertaking with 
regard to the useful life of the PPE, his instructions must 
provide all the information necessary to enable the 
purchaser or user to establish a 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. 

YES     

 Where appreciable and rapid deterioration in PPE 
performance is likely to be caused by ageing resulting from 
the periodic use of a cleaning process recommended by the 
manufacturer, the latter must, if possible, affix a marking to 
each item of PPE placed on the market indicating the 
maximum number of cleaning operations that may be 
carried out before the equipment needs to be NBted or 
discarded. Where such a marking is not affixed, the 
manufacturer must give that information in his instructions. 

NO     

Ϯ.ϱ PPE which may be caught up during use      
 Where the foreseeable conditions of use include, in 

particular, the risk of the PPE being caught up by a moving 
object thereby creating a danger for the user, the PPE must 
be designed and manufactured in such a way that a 
constituent part will break or tear, thereby eliminating the 
danger. 

NO     

Ϯ.ϲ PPE for use in potentially explosive atmospheres      
 PPE intended for use in potentially explosive atmospheres 

must be designed and manufactured in such a way that it 
cannot be the source of an electric, electrostatic or impact- 
induced arc or spark likely to cause an explosive mixture to 
ignite. 

NO     

Ϯ.ϳ PPE intended for rapid intervention or to be put on or 
removed rapidly 

     

 Those types of PPE must be designed and manufactured in 
such a way as to minimise the time required for putting on 
and removing the equipment. 

NO     

 Where PPE comprises fixing systems enabling the PPE to be 
maintained in the correct position on the user or removed, 
it must be possible to operate such systems quickly and 
easily. 

NO     

Ϯ.ϴ PPE for intervention in very dangerous situations      
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ϰ. ESSENTIAL HEALTH Θ SAFETY REQUIREMENTS – EHSRs (Annex II PPER) 
PleaƐe chooƐe YES or No for each EHSR͘ For ƚhoƐe ǇoƵ haǀe marked ͚ǇeƐ͕͛ pleaƐe mark an ͚X͛ againƐƚ ƚhe acƚion ƚaken ƚo deal ǁiƚh ƚhe reqƵiremenƚ͘ If ǇoƵr acƚion iƐ noƚ ƚeƐƚͬUƐer Info or marking͕ pleaƐe giǀe a brief deƐcripƚion 
Ƶnder oƚher͘ 
Ref List of EHSRs as per the PPE Regulation APPLICABLE ACTIONS TAKEN TO ADDRESS 

  YES/NO TESTING 
Standard/clause 

UI 
Mark X 

MARKING 
Mark X 

OTHER (DESCRIBE) 

 The instructions supplied by the manufacturer with PPE for 
intervention in very dangerous situations must include, in 
particular, data intended for competent, trained persons 
who are qualified to interpret them and ensure their 
application by the user. 

NO     

 The instructions must also describe the procedure to be 
adopted in order to verify that PPE is correctly adjusted and 
functional when worn by the user. 

NO     

 Where PPE incorporates an alarm which is activated in the 
absence of the level of protection normally provided, the 
alarm must be designed and placed so that it can be 
perceived by the user in the foreseeable conditions of use. 

NO     

Ϯ.ϵ PPE incorporating components which can be adjusted or 
removed by the user 

     

 Where PPE incorporates components which can be 
attached, adjusted or removed by the user for replacement 
purposes, such components must be designed and 
manufactured so that they can be easily attached, adjusted 
and removed without tools. 

NO     

Ϯ.ϭϬ PPE for connection to complementary equipment external 
to the PPE 

     

 Where PPE incorporates a connexion system permitting its 
connection to other complementary equipment, the means 
of attachment must be designed and manufactured in such 
a way as to enable it to be mounted only on appropriate 
equipment. 

NO     

Ϯ.ϭϭ PPE incorporating a fluid circulation system      
 Where PPE incorporates a fluid circulation system, the 

latter must be chosen or designed and placed in such a way 
as to permit adequate fluid renewal in the vicinity of the 
entire part of the body to be protected, irrespective of the 
actions, postures or movements of the user under the 
foreseeable conditions of use. 

NO     

Ϯ.ϭϮ PPE bearing one or more identification markings or 
indicators directly or indirectly relating to health and 
safety 
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ϰ. ESSENTIAL HEALTH Θ SAFETY REQUIREMENTS – EHSRs (Annex II PPER) 
PleaƐe chooƐe YES or No for each EHSR͘ For ƚhoƐe ǇoƵ haǀe marked ͚ǇeƐ͕͛ pleaƐe mark an ͚X͛ againƐƚ ƚhe acƚion ƚaken ƚo deal ǁiƚh ƚhe reqƵiremenƚ͘ If ǇoƵr acƚion iƐ noƚ ƚeƐƚͬUƐer Info or marking͕ pleaƐe giǀe a brief deƐcripƚion 
Ƶnder oƚher͘ 
Ref List of EHSRs as per the PPE Regulation APPLICABLE ACTIONS TAKEN TO ADDRESS 

  YES/NO TESTING 
Standard/clause 

UI 
Mark X 

MARKING 
Mark X 

OTHER (DESCRIBE) 

 Where PPE bears one or more identification markings or 
indicators directly or indirectly relating to health and 
safety, those identification markings or indicators must, if 
possible, take the form of harmonized pictograms or 
ideograms. They must be perfectly visible and legible and 
remain so throughout the foreseeable useful life of the PPE. 
In addition, those markings must be complete, precise and 
comprehensible so as to prevent any misinterpretation. In 
particular, where such markings include words or 
sentences, the latter must be written in a language easily 
understood by consumers and other end-users, as 
determined by the Member State where the PPE is made 
available on the market. 

NO     

 Where PPE is too small to allow all or part of the necessary 
marking to be affixed, the relevant information must be 
mentioned on the packaging and in the manufacturer's 
instructions. 

NO     

Ϯ.ϭϯ PPE capable of signalling the users presence visually      
 PPE intended for foreseeable conditions of use in which the 

user’s presence must be visibly and individually signalled 
must have one (or more) judiciously positioned means or 
devices for emitting direct or reflected visible radiation of 
appropriate luminous intensity and photometric and 
colorimetric properties. 

NO     

Ϯ.ϭϰ Multi-risk PPE      
 PPE intended to protect the user against several potentially 

simultaneous risks must be designed and manufactured in 
such a way as to satisfy, in particular, the essential health 
and safety requirements specific to each of those risks. 

NO     

ϯ ADDITIONAL REQUIREMENTS SPECIFIC TO PARTICULAR 
RISKS 

     

ϯ.ϭ Protection against mechanical impact      
ϯ͘ϭ͘ϭ Impacƚ caƵƐed bǇ falling or ejecƚed objecƚƐ and colliƐionƐ 

of parƚƐ of ƚhe bodǇ ǁiƚh an obƐƚacle 
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 ϰ. ESSENTIAL HEALTH Θ SAFETY REQUIREMENTS – EHSRs (Annex II PPER) 
PleaƐe chooƐe YES or No for each EHSR͘ For ƚhoƐe ǇoƵ haǀe marked ͚ǇeƐ͕͛ pleaƐe mark an ͚X͛ againƐƚ ƚhe acƚion ƚaken ƚo deal ǁiƚh ƚhe reqƵiremenƚ͘ If ǇoƵr acƚion iƐ noƚ ƚeƐƚͬUƐer Info or marking͕ pleaƐe giǀe a brief deƐcripƚion 
Ƶnder oƚher͘ 
Ref List of EHSRs as per the PPE Regulation APPLICABLE ACTIONS TAKEN TO ADDRESS 

  YES/NO TESTING 
Standard/clause 

UI 
Mark X 

MARKING 
Mark X 

OTHER (DESCRIBE) 

 PPE intended to protect against this type of risk must be 
sufficiently shock-absorbent to prevent injury resulting, in 
particular, from the crushing or penetration of the 
protected part, at least up to an impact-energy level above 
which the excessive dimensions or mass of the means of 
shock-absorption would preclude effective use of the PPE 
for the foreseeable period of wear. 

NO     

ϯ͘ϭ͘Ϯ FallƐ      
ϯ͘ϭ͘Ϯ͘ϭ Preǀenƚion of fallƐ dƵe ƚo Ɛlipping      

 The outsoles of protective footwear intended to prevent 
slipping must be designed and manufactured or equipped 
with additional means so as to ensure adequate grip, 
having regard to the nature or state of the surface. 

NO     

ϯ͘ϭ͘Ϯ͘Ϯ Preǀenƚion of fallƐ from a heighƚ      
 PPE intended to prevent falls from a height or their effects 

must incorporate a body harness and a connexion system 
which can be connected to a reliable external anchorage 
point. It must be designed and manufactured so that, under 
the foreseeable conditions of use, the vertical drop of the 
user is minimised to prevent collision with obstacles while 
the braking force does not attain the threshold value at 
which physical injury or the opening or breakage of any PPE 
component which might cause the user to fall can be 
expected to occur. 

NO     

 Such PPE must also ensure that, after braking, the user is 
maintained in a correct position in which he may await help 
if necessary. 

NO     

 The manufacturer's instructions must specify, in particular, 
all relevant information relating to: 

NO     

 (a) the characteristics required for the reliable external 
anchorage point and the necessary minimum clearance 
below the user; 

NO     

 (b) the proper way of putting on the body harness and of 
attaching the connexion system to the reliable external 
anchorage point. 

NO     

ϯ͘ϭ͘ϯ Mechanical ǀibraƚion      
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ϰ. ESSENTIAL HEALTH Θ SAFETY REQUIREMENTS – EHSRs (Annex II PPER) 

PleaƐe chooƐe YES or No for each EHSR͘ For ƚhoƐe ǇoƵ haǀe marked ͚ǇeƐ͕͛ pleaƐe mark an ͚X͛ againƐƚ ƚhe acƚion ƚaken ƚo deal ǁiƚh ƚhe reqƵiremenƚ͘ If ǇoƵr acƚion iƐ noƚ ƚeƐƚͬUƐer Info or marking͕ pleaƐe giǀe a brief deƐcripƚion 
Ƶnder oƚher͘ 
Ref List of EHSRs as per the PPE Regulation APPLICABLE ACTIONS TAKEN TO ADDRESS 

  YES/NO TESTING 
Standard/clause 

UI 
Mark X 

MARKING 
Mark X 

OTHER (DESCRIBE) 

 PPE designed to prevent the effects of mechanical 
vibrations must be capable of ensuring adequate 
attenuation of harmful vibration components for the part 
of the body at risk. 

NO     

ϯ.Ϯ Protection against static compression of a part of the body      
 PPE designed to protect a part of the body against static 

compressive stress must be sufficiently capable of 
attenuating its effects so as to prevent serious injury or 
chronic complaints. 

NO     

ϯ.ϯ Protection against mechanical injuries      
 PPE constituent materials and other components designed 

to protect all or a part of the body against superficial 
injuries, such as abrasion, perforation, cuts or bites, must 
be chosen or designed and incorporated so as to ensure 
that those types of PPE provide sufficient resistance to 
abrasion, perforation and gashing (see also point ϯ.ϭ) under 
the foreseeable conditions of use. 

NO     

ϯ.ϰ Protection in liquids      
ϯ͘ϰ͘ϭ Preǀenƚion of droǁning      

 PPE designed to prevent drowning must be capable of 
returning to the surface as quickly as possible, without 
danger to health, a user who may be exhausted or 
unconscious after falling into a liquid medium, and of 
keeping the user afloat in a position which permits 
breathing while awaiting help. 

NO     

 PPE may be wholly or partially inherently buoyant or may 
be inflated by gas which can be manually or automatically 
released, or inflated orally. 

NO     

 Under the foreseeable conditions of use: NO     
 (a) PPE must, without prejudice to its satisfactory 

operation, be capable of withstanding the effects of impact 
with the liquid medium and the environmental factors 
inherent in that medium; 

NO     

 (b) inflatable PPE must be capable of inflating rapidly and 
fully. 

NO     

 Where particular foreseeable conditions of use so require, 
certain types of PPE must also satisfy one or more of the 
following additional requirements: 

NO     
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ϰ. ESSENTIAL HEALTH Θ SAFETY REQUIREMENTS – EHSRs (Annex II PPER) 

PleaƐe chooƐe YES or No for each EHSR͘ For ƚhoƐe ǇoƵ haǀe marked ͚ǇeƐ͕͛ pleaƐe mark an ͚X͛ againƐƚ ƚhe acƚion ƚaken ƚo deal ǁiƚh ƚhe reqƵiremenƚ͘ If ǇoƵr acƚion iƐ noƚ ƚeƐƚͬUƐer Info or marking͕ pleaƐe giǀe a brief deƐcripƚion 
Ƶnder oƚher͘ 
Ref List of EHSRs as per the PPE Regulation APPLICABLE ACTIONS TAKEN TO ADDRESS 

  YES/NO TESTING 
Standard/clause 

UI 
Mark X 

MARKING 
Mark X 

OTHER (DESCRIBE) 

 (a) they must have all the inflation devices referred to in 
the second subparagraph, and/or a light or sound- 
signalling device; 

NO     

 (b) they must have a device for hitching and attaching the 
body so that the user may be lifted out of the liquid 
medium; 

NO     

 (c) they must be suitable for prolonged use throughout the 
period of activity exposing the user, possibly dressed, to 
the risk of falling into the liquid medium or requiring the 
user's immersion in it. 

NO     

ϯ͘ϰ͘Ϯ BƵoǇancǇ aidƐ      
 Clothing intended to ensure an effective degree of 

buoyancy, depending on its foreseeable use, shall be safe 
when worn and afford positive support in the liquid 
medium. In foreseeable conditions of use, this PPE must 
not restrict the user’s freedom of movement but must 
enable the user, in particular, to swim or take action to 
escape from danger or to rescue other persons. 

NO     

ϯ.ϱ Protection against the harmful effects of noise      
 PPE intended to prevent the harmful effects of noise must 

be capable of attenuating the latter so that the exposure of 
the user does not exceed the limit values laid down by 
Directive ϮϬϬϯ/ϭϬ/EC of the European Parliament and of 
the Council (ϭ). 

NO     

 Each item of PPE must bear labelling indicating the noise 
attenuation level provided by the PPE. Should that not be 
possible, the labelling must be fixed to the packaging. 

NO     

ϯ.ϲ Protection against heat and/or fire      
 PPE designed to protect all or a part of the body against the 

effects of heat and/or fire must possess thermal insulation 
capacity and mechanical strength appropriate to the 
foreseeable conditions of use. 

NO     

ϯ͘ϲ͘ϭ PPE conƐƚiƚƵenƚ maƚerialƐ and oƚher componenƚƐ      
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 ConVWiWXenW maWerialV and oWher componenWV 
inWended for proWecWion againVW radianW and 
conYecWiYe heaW mXVW poVVeVV an appropriaWe 
coefficienW of WranVmiVVion of incidenW heaW 
flX[ and be VXfficienWl\ incombXVWible Wo 
preclXde an\ riVk of VponWaneoXV igniWion 

NO     

  YES
/NO 

TESTING 
SWaQdaUd/cOaXVe 

UI 
MaUk X 

MARKING 
MaUk X 

OTHER (DESCRIBE) 

 Where the external surface of those materials and 
components must be reflective, the reflective power 
must be appropriate to the intensity of the heat flux due 
to radiation in the infrared range. 

NO     

 Materials and other components of equipment intended 
for brief use in high-temperature environments and of 
PPE which may be splashed by hot products such as 
molten material must also possess sufficient thermal 
capacity to retain most of the stored heat until after the 
user has left the danger area and removed the PPE. 

NO     

 PPE materials and other components which may be 
splashed by hot products must also possess sufficient 
mechanical-impact absorbency (see point ϯ.ϭ). 

NO     

 PPE materials and other components which may 
accidentally come into contact with flame and those used 
in the manufacture of industrial or fire-fighting 
equipment must also possess a degree of non-
flammability and thermal or arc heat protection 
corresponding to the risk class associated with the 

NO     

3.6.2 Complete PPE ready for use      
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 Under the foreseeable conditions of use: NO     

 (a) the quantity of heat transmitted by PPE to the user 
must 
be sufficiently low to prevent the heat accumulated 
during wear in the part of the body at risk from attaining, 
under any circumstances, the pain or health impairment 
threshold; 

NO     

 (b) PPE must, if necessary, prevent liquid or steam 
penetration and must not cause burns resulting from 
contact between its protective integument and the user. 

NO     

 If PPE incorporates refrigeration devices for the 
absorption of incident heat by means of liquid 
evaporation or solid sublimation, the design of such 
devices must be such that any volatile substances 
released are discharged beyond the outer protective 
integument and not towards the user. 

NO     

 If PPE incorporates a breathing device, that device must 
adequately fulfil the protective function assigned to it 
under the foreseeable conditions of use. 

NO     
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ϰ. ESSENTIAL HEALTH Θ SAFETY REQUIREMENTS – EHSRs (Annex II PPER) 

PleaƐe chooƐe YES or No for each EHSR͘ For ƚhoƐe ǇoƵ haǀe marked ͚ǇeƐ͕͛ pleaƐe mark an ͚X͛ againƐƚ ƚhe acƚion ƚaken ƚo deal ǁiƚh ƚhe reqƵiremenƚ͘ If ǇoƵr acƚion iƐ noƚ ƚeƐƚͬUƐer Info or marking͕ pleaƐe giǀe a brief deƐcripƚion 
Ƶnder oƚher͘ 
Ref List of EHSRs as per the PPE Regulation APPLICABLE ACTIONS TAKEN TO ADDRESS 

  YES/NO TESTING 
Standard/clause 

UI 
Mark X 

MARKING 
Mark X 

OTHER (DESCRIBE) 

 The manufacturer's instructions accompanying PPE 
intended for brief use in high-temperature environments 
must, in particular, provide all relevant data for the 
determination of the maximum permissible user exposure 
to the heat transmitted by the equipment when used in 
accordance with its intended purpose. 

NO     

ϯ.ϳ Protection against cold      
 PPE designed to protect all or a part of the body against the 

effects of cold must possess thermal insulating capacity and 
mechanical strength appropriate to the foreseeable 
conditions of use for which it is intended. 

NO     

ϯ͘ϳ͘ϭ PPE conƐƚiƚƵenƚ maƚerialƐ and oƚher componenƚƐ      
 Constituent materials and other components suitable for 

protection against cold must possess a coefficient of 
transmission of incident thermal flux as low as required 
under the foreseeable conditions of use. Flexible materials 
and other components of PPE intended for use in a low- 
temperature environment must retain the degree of 
flexibility required for the necessary gestures and postures. 

NO     

 PPE materials and other components which may be 
splashed by cold products must also possess sufficient 
mechanical-impact absorbency (see point ϯ.ϭ). 

NO     

ϯ͘ϳ͘Ϯ Compleƚe PPE readǇ for ƵƐe      
 Under the foreseeable conditions of use, the following 

requirements apply: 
NO     

 (a) the flux transmitted by PPE to the user must be 
sufficiently low to prevent the cold accumulated during 
wear at any point on the part of the body being protected, 
including the tips of fingers and toes in the case of hands or 
feet, from attaining, under any circumstances, the pain or 
health impairment threshold; 

NO     

 (b) PPE must as far as possible prevent the penetration of 
such liquids as rain water and must not cause injuries 
resulting from contact between its cold protective 
integument and the user. 

NO     

 If PPE incorporates a breathing device, that device must 
adequately fulfil the protective function assigned to it 
under the foreseeable conditions of use. 

NO     
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ϰ. ESSENTIAL HEALTH Θ SAFETY REQUIREMENTS – EHSRs (Annex II PPER) 
PleaƐe chooƐe YES or No for each EHSR͘ For ƚhoƐe ǇoƵ haǀe marked ͚ǇeƐ͕͛ pleaƐe mark an ͚X͛ againƐƚ ƚhe acƚion ƚaken ƚo deal ǁiƚh ƚhe reqƵiremenƚ͘ If ǇoƵr acƚion iƐ noƚ ƚeƐƚͬUƐer Info or marking͕ pleaƐe giǀe a brief deƐcripƚion 
Ƶnder oƚher͘ 
Ref List of EHSRs as per the PPE Regulation APPLICABLE ACTIONS TAKEN TO ADDRESS 

  YES/NO TESTING 
Standard/clause 

UI 
Mark X 

MARKING 
Mark X 

OTHER (DESCRIBE) 

 The manufacturer's instructions accompanying PPE 
intended for brief use in low-temperature environments 
must provide all relevant data concerning the maximum 
permissible user exposure to the cold transmitted by the 
equipment. 

NO     

ϯ.ϴ Protection against electric shock      
ϯ͘ϴ͘ϭ InƐƵlaƚing eqƵipmenƚ      

 PPE designed to protect all or part of the body against the 
effects of electric current must be sufficiently insulated 
against the voltages to which the user is likely to be 
exposed under the most unfavourable foreseeable 
conditions. 

NO     

 To this end, the constituent materials and other 
components of those types of PPE must be chosen or 
designed and incorporated so as to ensure that the leakage 
current measured through the protective integument 
under test conditions at voltages correlated with those 
likely to be encountered in situ is minimised and, in any 
event, below a maximum conventional permissible value 
which correlates with the tolerance threshold. 

NO     

 Together with their packaging, PPE types intended 
exclusively for use during work or activities in electrical 
installations which are or may be under tension must bear 
markings indicating, in particular, their protection class or 
corresponding operating voltage, their serial number and 
their date of manufacture. A space must also be provided 
outside the protective integument of such PPE for the 
subsequent inscription of the date of entry into service and 
those of the periodic tests or NBtions to be conducted. 

NO     

 The manufacturer's instructions must indicate, in particular, 
the exclusive use for which those PPE types are intended 
and the nature and frequency of the dielectric tests to 
which they are to be subjected during their useful life. 

NO     

ϯ͘ϴ͘Ϯ CondƵcƚiǀe eqƵipmenƚ      
 Conductive PPE intended for live working at high voltages 

shall be designed and manufactured in such a way as to 
ensure that there is no difference of potential between the 
user and the installations on which he is intervening. 

NO     
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ϰ.  ESSENTIAL HEALTH Θ SAFETY REQUIREMENTS – EHSRs (Annex II PPER) 
PleaƐe chooƐe YES or No for each EHSR͘ For ƚhoƐe ǇoƵ haǀe marked ͚ǇeƐ͕͛ pleaƐe mark an ͚X͛ againƐƚ ƚhe acƚion ƚaken ƚo deal ǁiƚh ƚhe reqƵiremenƚ͘ If ǇoƵr acƚion iƐ noƚ ƚeƐƚͬUƐer Info or marking͕ pleaƐe giǀe a brief deƐcripƚion 
Ƶnder oƚher͘ 
Ref List of EHSRs as per the PPE Regulation APPLICABLE ACTIONS TAKEN TO ADDRESS 

  YES/NO TESTING 
Standard/clause 

UI 
Mark X 

MARKING 
Mark X 

OTHER (DESCRIBE) 

ϯ.ϵ Radiation protection      
ϯ͘ϵ͘ϭ NonͲioniƐing radiaƚion      

 PPE designed to prevent acute or chronic eye damage from 
sources of non-ionising radiation must be capable of 
absorbing or reflecting the majority of the energy radiated 
in the harmful wavelengths without unduly affecting the 
transmission of the innocuous part of the visible spectrum, 
the perception of contrasts and the ability to distinguish 
colours where required by the foreseeable conditions of 
use. 

NO     

 To that end, eye protective equipment must be designed 
and manufactured so as to possess, for each harmful 
wavelength, a spectral transmission factor such that the 
radiant-energy illumination density capable of reaching the 
user's eye through the filter is minimised and under no 
circumstances exceeds the maximum permissible exposure 
value. PPE designed to protect the skin against non-ionising 
radiation must be capable of absorbing or reflecting the 
majority of the energy radiated in the harmful wavelengths. 

NO     

 Furthermore, the glasses must not deteriorate or lose their 
properties as a result of the effects of radiation emitted 
under the foreseeable conditions of use and all marketed 
specimens must bear the protection-factor number 
corresponding to the spectral distribution curve of their 
transmission factor. 

NO     

 Glasses suitable for radiation sources of the same type 
must be classified in the ascending order of their protection 
factors and the manufacturer's instructions must indicate, in 
particular, how to select the appropriate PPE taking into 
account the relevant conditions of use such as the distance 
from the source and the spectral distribution of the energy 
radiated at that distance. 

NO     

 The relevant protection factor number must be marked on 
all specimens of filtering eye protective equipment by the 
manufacturer. 

NO     

ϯ͘ϵ͘Ϯ IoniƐing radiaƚion      
ϯ͘ϵ͘Ϯ͘ϭ Proƚecƚion againƐƚ eǆƚernal radioacƚiǀe conƚaminaƚion      



 

 
 

 Fascicolo tecnico:   FT 
 

Rev: ϬϬ 
 

Del ϭϭ/ϬϮ/ϮϬϮϭ 
 

Modello FFPϮ 
 
 

 
ϰ. ESSENTIAL HEALTH Θ SAFETY REQUIREMENTS – EHSRs (Annex II PPER) 

PleaƐe chooƐe YES or No for each EHSR͘ For ƚhoƐe ǇoƵ haǀe marked ͚ǇeƐ͕͛ pleaƐe mark an ͚X͛ againƐƚ ƚhe acƚion ƚaken ƚo deal ǁiƚh ƚhe reqƵiremenƚ͘ If ǇoƵr acƚion iƐ noƚ ƚeƐƚͬUƐer Info or marking͕ pleaƐe giǀe a brief deƐcripƚion 
Ƶnder oƚher͘ 
Ref List of EHSRs as per the PPE Regulation APPLICABLE ACTIONS TAKEN TO ADDRESS 

  YES/NO TESTING 
Standard/clause 

UI 
Mark X 

MARKING 
Mark X 

OTHER (DESCRIBE) 

 PPE constituent materials and other components designed 
to protect all or a part of the body against radioactive dust, 
gases, liquids or mixtures thereof must be chosen or 
designed and incorporated so as to ensure that this 
equipment effectively prevents the penetration of the 
contaminants under the foreseeable conditions of use. 

NO     

 Depending on the nature or condition of these 
contaminants, the necessary leak-tightness can be provided 
by the impermeability of the protective integument and/or 
by any other appropriate means, such as ventilation and 
pressurisation systems designed to prevent the back- 
scattering of these contaminants. 

NO     

 Any decontamination measures to which PPE is subject 
must not prejudice its possible reuse during the 
foreseeable useful life of those types of equipment. 

NO     

ϯ͘ϵ͘Ϯ͘Ϯ Proƚecƚion againƐƚ eǆƚernal irradiaƚion      
 PPE intended to provide complete user protection against 

external irradiation or, failing this, adequate attenuation 
thereof, must be designed to counter only weak electron 
(e.g. beta) or weak photon (e.g. X, gamma) radiation. 

NO     

 The constituent materials and other components of these 
types of PPE must be chosen or designed and incorporated 
so as to provide the degree of user protection required by 
the foreseeable conditions of use without leading to an 
increase in exposure time as a result of the impedance of 
user gestures, posture or movement (see point ϭ.ϯ.Ϯ). 

NO     

 PPE must bear a mark indicating the type and equivalent 
thickness of the constituent material(s) suitable for the 
foreseeable conditions of use. 

NO     

ϯ.ϭϬ Protection against substances and mixtures which are 
hazardous to health and against harmful biological agents 

     

ϯ͘ϭϬ͘ϭ ReƐpiraƚorǇ proƚecƚion      
 PPE intended for the protection of the respiratory system 

must make it possible to supply the user with breathable 
air when exposed to a polluted atmosphere and/or an 
atmosphere having an inadequate oxygen concentration. 

NO     
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ϰ. ESSENTIAL HEALTH Θ SAFETY REQUIREMENTS – EHSRs (Annex II PPER) 
PleaƐe chooƐe YES or No for each EHSR͘ For ƚhoƐe ǇoƵ haǀe marked ͚ǇeƐ͕͛ pleaƐe mark an ͚X͛ againƐƚ ƚhe acƚion ƚaken ƚo deal ǁiƚh ƚhe reqƵiremenƚ͘ If ǇoƵr acƚion iƐ noƚ ƚeƐƚͬUƐer Info or marking͕ pleaƐe giǀe a brief deƐcripƚion 
Ƶnder oƚher͘ 
Ref List of EHSRs as per the PPE Regulation APPLICABLE ACTIONS TAKEN TO ADDRESS 

  YES/NO TESTING 
Standard/clause 

UI 
Mark X 

MARKING 
Mark X 

OTHER (DESCRIBE) 

 The breathable air supplied to the user by PPE must be 
obtained by appropriate means, for example after filtration 
of the polluted air through PPE or by supply from an 
external unpolluted source. 

NO     

 The constituent materials and other components of those 
types of PPE must be chosen or designed and incorporated 
so as to ensure appropriate user respiration and respiratory 
hygiene for the period of wear concerned under the 
foreseeable conditions of use. 

NO     

 The leak-tightness of the facepiece and the pressure drop 
on inspiration and, in the case of the filtering devices, 
purification capacity must keep contaminant penetration 
from a polluted atmosphere low enough not to be 
prejudicial to the health or hygiene of the user. 

NO     

 The PPE must bear details of the specific characteristics of 
the equipment which, in conjunction with the instructions, 
enable a trained and qualified user to employ the PPE 
correctly. 

NO     

 In the case of filtering equipment, the manufacturer's 
instructions must also indicate the time limit for the 
storage of new filters kept in their original packaging. 

NO     

ϯ͘ϭϬ͘Ϯ Proƚecƚion againƐƚ cƵƚaneoƵƐ and ocƵlar conƚacƚ      
 PPE intended to prevent the surface contact of all or part of 

the body with substances and mixtures which are 
hazardous to health or with harmful biological agents must 
be capable of preventing the penetration or permeation of 
such substances and mixtures and agents through the 
protective integument under the foreseeable conditions of 
use for which the PPE is intended. 

NO     

 To this end, the constituent materials and other 
components of those types of PPE must be chosen or 
designed and incorporated so as to ensure, as far as 
possible, complete leak-tightness, which will allow where 
necessary prolonged daily use or, failing this, limited leak- 
tightness necessitating a restriction of the period of wear. 

NO     
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ϰ. ESSENTIAL HEALTH Θ SAFETY REQUIREMENTS – EHSRs (Annex II PPER) 
PleaƐe chooƐe YES or No for each EHSR͘ For ƚhoƐe ǇoƵ haǀe marked ͚ǇeƐ͕͛ pleaƐe mark an ͚X͛ againƐƚ ƚhe acƚion ƚaken ƚo deal ǁiƚh ƚhe reqƵiremenƚ͘ If ǇoƵr acƚion iƐ noƚ ƚeƐƚͬUƐer Info or marking͕ pleaƐe giǀe a brief deƐcripƚion 
Ƶnder oƚher͘ 
Ref List of EHSRs as per the PPE Regulation APPLICABLE ACTIONS TAKEN TO ADDRESS 

  YES/NO TESTING 
Standard/clause 

UI 
Mark X 

MARKING 
Mark X 

OTHER (DESCRIBE) 

 Where, by virtue of their nature and the foreseeable 
conditions of their use, certain substances and mixtures 
which are hazardous to health or harmful biological agents 
possess high penetrative power which limits the duration of 
the protection provided by the PPE in question, the latter 
must be subjected to standard tests with a view to their 
classification on the basis of their performance. PPE which 
is considered to be in conformity with the test 
specifications must bear a marking indicating, in particular, 
the names or, in the absence of the names, the codes of 
the substances used 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 necessary), a detailed description of the 
standard tests and all appropriate information for the 
determination of the maximum permissible period of wear 
under the different foreseeable conditions of use. 

NO     

ϯ.ϭϭ Diving equipment      
 The breathing equipment must make it possible to supply 

the user with a breathable gaseous mixture, under 
foreseeable conditions of use and taking account in 
particular of the maximum depth of immersion. 

NO     

 Where the foreseeable conditions of use so require, the 
diving equipment must comprise the following: 

NO     

 (a) a suit which protects the user against cold (see point 
ϯ.ϳ) and/or pressure resulting from the depth of immersion 
(see point ϯ.Ϯ); 

NO     

 (b) an alarm designed to give the user prompt warning of 
an approaching failure in the supply of breathable gaseous 
mixture (see point Ϯ.ϴ); 

NO     

 (c) a lifesaving device enabling the user to return to the 
surface (see point ϯ.ϰ.ϭ). 

NO     
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ϱ. RISK ASSESSMENT 
The riƐk aƐƐeƐƐmenƚ ƐhoƵld idenƚifǇ anǇ oƚher riƐkƐ noƚ alreadǇ coǀered bǇ ƚhe EHSRƐ͕ baƐed on ƚhe inƚended ƵƐe of ƚhe prodƵcƚ͘ PleaƐe inclƵde a riƐk aƐƐeƐƐmenƚ Ɛƚaƚemenƚ͘ If ƚhere are no addiƚional riƐkƐ ƚhe Ɛƚaƚemenƚ ƐhoƵld 
confirm ƚhiƐ͘ If ƚhere are addiƚional riƐkƐ͕ pleaƐe deƐcribe ƚhe riƐk͖ ƚhe acƚion ƚaken maǇ be eiƚher ƚeƐƚingͬƵƐer info or marking and ǇoƵ need onlǇ mark ƚhiƐ ǁiƚh an ͚X͛͘ If ƚhe acƚion iƐ ͚oƚher͛ pleaƐe brieflǇ deƐcribe ƚhe acƚion 
ƚaken͘ 

Tech PrinW Srl  haYe XnderWaken a riVk aVVeVVmenW of WheprodXcW(V) conVidering Whe inWended XVe, and Whe poVVibiliW\ of miV-XVe. OXr 
prodXcW iV FilWering half maVk and inWended Wo proWecW againVW parWicleV and dXVW and Ze haYe noW idenWified an\ addiWional riVkV, noW alread\ addreVVed b\ Whe 
EVVenWial HealWh & SafeW\ ReqXiremenWV of Whe PPE RegXlaWion. 

SPECIFIC RISKS ACTIONS TAKEN TO ADDRESS (Mark with X) 

Description of risk TEST USER INFO MARKING OTHER (DESCRIBE) 

N/A     



 

 
 

 Fascicolo tecnico:   FT 
 

Rev: ϬϬ 
 

Del ϭϭ/ϬϮ/ϮϬϮϭ 
 

Modello FFPϮ 
 
 

 
 
 

ϲ. DESIGN AND MANUFACTURING DRAWINGS 
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ϳ. COMPONENTS MATERIALS:  
 
 
The maVk iV made of 5 la\erV, Wo enVXre enhanced performanceV, compoVed b\ Whe folloZingV (from 
oXWVide Wo Whe face): 

x - TNT POLYESTER 60 GR/MQ (SWraWo eVWerno) NONTEX SRL  
x - MELTBLOWN 25 GR/MQ 100%Fibrille di Poliproplene (PP) R.S. di Zhang XhXe Chai 
x - TNT 100% POLIPROPILENE 30 GR/MQ NORTEX SRL e Zhang XhXe Chai 
x  - MELTBLOWN 25 GR/MQ di Zhang XhXe Chai 
x - TNT POLIPROPILENE 100% 60 GR/MQ (SWraWo inWerno) nonWe[ Srl  

 

In addiWion Wo Whe 5 la\erV of fabric, oWher componenWV of Whe maVk are: 
x ElaVWico 3 mm 70% elaVWomero e 30% n\lon di GB FilaWi 

SWringinaVo 0,67 mm PP di Nerini Spa 
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COMPONENT OR SUB- 
COMPONENT 

 

MATERIAL 
 

GRADE 
 

EXTERNALLY SOURCED 

    

    

    

    

    

    

MATERIAL DECLARATION 

 

NAME:  Jianrui Cai DATE: ϭϭ/ϬϮ/ϮϬϮϭ 

MARK ‘X’ INSIDE THE BOX TO CONFIRM THE DECLARATION IS TRUE AND VALID ܈ 

 
 

ϳ.ϭ PRODUCT TO BE FITTED TO ANOTHER MANUFACTURER’S PRODUCT 
ThiƐ Ɛecƚion iƐ applicable if ǇoƵr prodƵcƚ iƐ deƐigned ƚo be ƵƐed ǁiƚh anoƚher manƵfacƚƵrer͛Ɛ prodƵcƚ͕ e͘g͘ a helmeƚͲmoƵnƚed earmƵff͘ In ƚhiƐ caƐe͕ ǇoƵ ǁill 
need ƚo proǀide eǀidence ƚhaƚ ǇoƵ haǀe an agreemenƚ ǁiƚh ƚhe applicable manƵfacƚƵrer;ƐͿ ƚo ƵƐe ƚheir prodƵcƚ dƵring ƚeƐƚing͕ and ƚhaƚ ƚheǇ ǁill adǀiƐe of anǇ 
deƐign changeƐ ƚo ƚheir prodƵcƚƐ͕ or anǇ iƐƐƵeƐ ǁiƚh prodƵcƚion͕ e͘g͘ prodƵcƚ recallƐ͘ 
AƚƚachmenƚƐ liƐƚed beloǁ ƐhoƵld be Ɛenƚ ǁiƚh ƚhe compleƚed ƚechnical file 

Does your product rely on another manufacturers 
product to be used as a complete PPE? 

NO 

MANUFACTURER NAME DOCUMENT TITLE Θ ISSUE/REVISION STATUS ATTACHED? 
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ϳ.Ϯ SPARE PARTS Θ ACCESSORIES 
ThiƐ Ɛecƚion iƐ applicable if ǇoƵ ƐƵpplǇ Ɛpare and acceƐƐorieƐ for ƚhe cerƚified prodƵcƚ͘ PleaƐe liƐƚ ƚhe parƚ and confirm ƚhe ƚǇpe͕ and ǁhere ƚhe Ɛpare parƚ of 
acceƐƐorǇ iƐ liƐƚed͘ If Ɛpare parƚƐ and acceƐƐorieƐ are liƐƚed on a Ɛeparaƚe Ɛheeƚ ƚo ƚhe ƵƐer informaƚion͕ ƚhe Ɛheeƚ ƐhoƵld be ƐƵpplied ǁiƚh ƚhe ƚechnical file͘ 

Does your product have spare parts or accessories 
available? 

NO 

DESCRIPTION TYPE? DETAILED IN? 
   

 
 

ϴ. USER INFORMATION DOCUMENT 
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ϴ. USER INFORMATION DOCUMENT 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 
 
 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
ϴ.ϭ DECLARATION – MATERIALS FOR MAINTENANCE, CLEANING AND DISINFECTING 

 

MARK ‘X’ INSIDE THE BOX TO CONFIRM THE DECLARATION IS TRUE AND VALID ☐ 
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ϴ.Ϯ DECLARATION – SUPPLY OF USER INFORMATION 
We declare that the user information accompanies each smallest commercially available unit. 

MARK ‘X’ INSIDE THE BOX TO CONFIRM THE DECLARATION IS TRUE AND VALID 
 
 
 
 

ϵ. PRODUCT MARKING 
 

 
 
 
 
ON EACH MASK 

))32 15 E1 149:2001+A1:2009 

CE 2233 

/27 0121 05 01 

  

ON THE PACKET 

7EC+ 35,17 65/ 

))32 15 

E1 1492001+A1:2009 H 5E*. E8 425/2016 

/27 0121 05 01 

CE 2233 

ϭ. Check prior to use 
Ϯ. It is unlikely that the requirements for leakage will be achieved if facial hair passes under the face seal 
ϯ. Don’t use if there is oxygen deficiency or in contaminant atmosphere 
ϰ. Don’t use in explosive atmosphere 
ϱ. The particle filtering half mask shall not be used for more than one shift 
ϲ. Don’t use the particle filtering half mask for more than ϴ hours 
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ϵ.ϭ PACKAGING MARKING 

 
 

 
 
 
 
 
 
 
 
 
 

o Masks are individually packed into PVC bag. 
o Masks are sold in carton box containing ϭϬ pieces each. 
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10. E8 DECLARATION OF CONFORMIT< 
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ϭϭ. TEST REPORTS FOR TYPE EXAMINATION 
Each ƚeƐƚ reporƚ ƵƐed for cerƚificaƚion ƐhoƵld be liƐƚed and aƚƚached here͘ 
AƚƚachmenƚƐ liƐƚed beloǁ ƐhoƵld be Ɛenƚ ǁiƚh ƚhe compleƚed ƚechnical file 

TEST REPORT NUMBER TEST HOUSE NAME ATTACHED? 
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TECHNICAL DATA SHEETS OF THE RAW MATERIALS USED (for a beWWer YieZ, Whe daWa VheeWV are alVo inclXded in Whe 
e[Wernal anne[) 
 
 
NonWe[ 60 gr  
 

 
 
 
 

o Masks are individually packed into PVC bag. 
o Masks are sold in carton box containing ϭϬ pieces each. 
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R.V. melWbloZn 25 gr 60 gr  
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NonWe[ 30 gr 

 

 



 

 
 

 Fascicolo tecnico:   FT 
 

Rev: ϬϬ 
 

Del ϭϭ/ϬϮ/ϮϬϮϭ 
 

Modello FFPϮ 
 
 

 
 PURGXFWLRQ FLO: CHART 
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1. CONTROLLO DEI PROCESSI 
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DL VHJXLWR OD JHVWLRQH GHL SURFHVVL FRQ UHODWLYH PLVXUH GL FRQWUROOR H PRQLWRUDJJLR. 
 
 

ProceVVo  Specifiche Wecniche 
ReqXiViWi per il 
perVonale 

ReqXiViWi 
dell'aWWre]]aWXr
a 

ParameWro di 
conWrollo 

UlWeriori 
meWodi di 
Yerifica 

 ApproYYigiona-
menWo di  

 - TNT 
POLYESTER 60 
GR/MQ (SWraWo 
eVWerno) 

 - MELTBLOWN 
25 GR/MQ 

 - TNT 
POLIPROPILENE 
30 GR/MQ 

  - MELTBLOWN 
25 GR/MQ 
- TNT 

POLIPROPI
LENE 60 
GR/MQ 
(SWraWo 
inWerno) 

ElaVWico 
SWringinaVo 
  

IO PDWHULDOH DFTXLVWDWR 
GHYH VHPSUH HVVHUH LO 
PHGHVLPR H FRUULVSRQGHQWH 
DO PDWHULDOH DSSURYDWR 
(WHVWDWR GDO ODERUDWRULR GL 
DQDOLVL). 

/ QXHOOL LQGLFDWL LQ 
IDVH GL 
UHJLVWUD]LRQH H 
TXDOLILFD GHO 
IRUQLWRUH 
VHFRQGR OD 
PDWHULD SULPD 
IRUQLWD 

PURFHGXUD 
´DSSURYYLJLRQDPHQWR 
GL EHQL H VHUYL]Lµ 
PURFHGXUD 
´PRQLWRUDJJLR PLVXUD H 
DQDOLVL GHO SURGRWWRµ 

ViViYa VXl 
prodoWWo 
acqXiVWaWo e 
VXlle Vchede 
Wecniche di 
prodoWWo. 
Verifica 
menVile a 
campione 
VXlla 
grammaWXra 
(corriVpond
en]a del 
peVo al 
meWro 
qXadro 
della 
maWeria 
prima in 
arriYo 
riVpeWWo a 
qXanWo 
dichiaraWo) 
Compila]io
ne mod 006 
VXi conWrolli 
qXoWidiani. 
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AVVemblaggio 
maVcherine da 
parWe di TECH 
PRINT 

L·DVVHPEODJJLR GHOOH 
PDVFKHULQH DYYLHQH LQ 
PDQLHUD WRWDOPHQWH 
DXWRPDWLFD PHGLDQWH 
DSSRVLWD OLQHD GL 
SURGX]LRQH ´NQ95µ, RVVLD: 
AFFRSSLDWXUD GHOOD 
VWUDWLILFD]LRQH, 
DOLPHQWD]LRQH LQ FRQWLQXR 
GHO SRQWLFHOOR QDVDOH. IQ 
FRQWHPSRUDQHD YHQJRQR 
WLPEUDWL FRQ PDUFDWXUD CE.  
A PH]]R GL PDQLSROD]LRQH 
HOHWWUR-SQHXPDWLFD YLHQH 
HIIHWWXDWD OD VDOGDWXUD DG 
XOWUDVXRQL. 
LD PDVFKHULQD YLHQH 
SLHJDWD YHUWLFDOPHQWH SHU 
FRQIHULUH OD FRQIRUPD]LRQH 
ILQDOH. VL q XQ XOWLPR 
PRGXOR GL VDOGDWXUD ILQDOH 
FKH ILVVD OD SLHJD 
WUDVYHUVDOH. 
PULPD GHOO·XVFLWD GHO 
SURGRWWR YLHQH HIIHWWXDWR LO 
WDJOLR GHO PDWHULDOH LQ 
HFFHVVR. 
LD PDVFKHULQD SURGRWWD 
YLHQH LPEXVWDWD GD 
RSHUDWRUH GHGLWR DO 
FRQIH]LRQDPHQWR R 
PHGLDQWH DSSRVLWD 
PDFFKLQD LPEXVWDWULFH.. 
 

CRQVLGHUDWD OD 
SDUWLFRODULWj 
RSHUDWLYD LQ IDVH 
HPHUJHQ]LDOH 
´CRYLG-19µ FKH 
HVXOD GDOOH RUGLQDULH 
SURFHGXUH GL 
SURGX]LRQH, 
FRQVROLGDWR FKH VL 
GHYH ODYRUDUH FRQ 
XQ GRSSLR SURILOR GL 
DWWHQ]LRQH VLD GHOOD 
SRSROD]LRQH LQ 
JHQHUDOH VLD SHU L 
ODYRUDWRUL LPSLHJDWL 
QHOOH SURGX]LRQL, DO 
ILQH GL PLQLPL]]DUH LO 
ULVFKLR ELRORJLFR VL 
ULFKLHGH O·XWLOL]]R GL 
JXDQWL H PDVFKHULQD 
SURWHWWLYD. IQROWUH VL 
ULFKLHGH OD 
VDQLILFD]LRQH GHOOH 
PDQL DG RJQL 
FDPELR WXUQR R 
SDXVH FRQ HIILFDFH 
SURGRWWR 
LGURDOFROLFR DO 70% 
HWDQROR. UOWHULRUL 
LQIRUPD]LRQL VL 
SRVVRQR WURYDUH VXO 
PROTOCOLLO THFK 
PULQW. 

LH DWWUH]]DWXUH 
GHYRQR ULVXOWDUH 
SXOLWH H 
VDQLILFDWH H 
SHULRGLFDPHQWH  
PRQLWRUDWH DQFKH 
GDO SXQWR GL 
YLVWD GHO 
IXQ]LRQDPHQWR.  

VLJLODQ]D H FRQWUROOR  

ConWrollo 
YiViYo della 
qXaliWj VXl 
prodoWWo 
finiWo. 
AnaliVi e 
WeVW VX 
prodoWWo 
finiWo e 
confe]ionaW
o da parWe 
di 
laboraWorio 
cerWificaWo. 
AnaliVi 
periodiche 
raYYicinaWe 
non 
neceVVarie 
(Y. PR 022) 
Compila]io
ne Mod 006 
giornaliero  
 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Below is the process management with related control and monitoring measures.  
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PROCESS Technical 
specifications 

Requirements for 
employees 

Equipment 
requirements 

Control 
parameter 

Further verification 
methods 

ϭ.  Supply of  - 
TNT POLYESTER 
ϲϬ GR/MQ 
(Outer layer) -
MELTBLOWN Ϯϱ 
GR/MQ - TNT 
POLYPROPYLENE 
ϯϬ GR/MQ -
MELTBLOWN Ϯϱ 
GR/MQ   Elastic 
Tightening 

The purchased 
material must 
always be the 
same and 
correspond to the 
material 
approved (tested 
by the laboratory 
of analysis).   

Those 
indicated 
during 
registration 
and 
qualification 
of the 
supplier 
according to 
the supplied 
raw material  

Procedure 
"supply of 
goods and 
services" 
Procedure 
"Product 
measurement 
and analysis 
monitoring" 

Visual check on the 
purchased product and 
on the product data 
sheets. 
Monthly sample 
verification on the 
weight 
(correspondence of 
the weight to the 
square meter of the 
raw material arriving 
compared to the 
declared one) 
Compilation mod ϬϬϲ 
on daily checkings. 
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Mask 
assembly  by 
TECH PRINT 

The assembly of 
the masks takes 
place in a totally 
automatic way 
through a special 
production line 
"knϵϱ", ie: 
Lamination 
coupling, 
continuous 
feeding of the 
bridge nasal. At 
the same time 
they are stamped 
with CE 
marking.Ultrasonic 
welding is carried 
out by means of 
electro-pneumatic 
manipulation.The 
mask is folded 
vertically to give 
the final shape 

Considered the 
operational 
peculiarity in the 
emergency phase 
"Covid-ϭϵ" that 
goes beyond the 
ordinary 
production 
procedures, 
consolidated that 
you must work 
with a double 
profile of 
attention both of 
the population in 
general and for 
workers employed 
in production, in 
order to minimize 
the biological risk 
requires the use of 
gloves and 
protective mask 

Equipment 
must be 
cleaned and 
sanitized and 
regularly 
monitored, 
including 
from the 
point of view 
of operation. 

Monitoring and 
control 

Visual quality control 
on the finished 
product.Analysis and 
testing on finished and 
packaged product by 
certified laboratory.No 
need for close periodic 
analyses (v. PR 
ϬϮϮ)Daily compilation 
of Mod ϬϬϲ 

  

There is a final 
welding module 
that fixes the cross 
fold. 
Before the 
product is 
released, the 
excess material is 
cut. 
The mask 
produced is 
bagged by an 
operator engaged 
in packaging or by 
special bagging 
machine.. 

It's also required 
the sanitization of 
the hands at each 
shift change or 
breaks with 
effective 
hydroalcoholic 
product ϳϬй 
ethanol. More 
information can 
be found on Tech 
Print PROTOCOL       

 
 
 





TECHPRINT SRL UNIPERSONALE

Name HALF-FACE RESPIRATOR - Foldable disposable respirator

STANDARDS EN 149:2001+A1:2009

CLASS Personal Protective Equipment (PPE) category III

Model PRO TECH FFP2 NR - LOT 0121 M501

Year of construction 2021

STANDARDS EN 149:2001+A1:2009

Prato, February 10th 2021

Jianrui Cai
Chief Executive

DECLARATION OF CONFORMITY EU NR.001

Devices are compliant with:
Conformity to type based on module B+C2 under surveillance of Notify Body Gep Teszt N.2233

 in according to EN 149:2001+A1:2009 e Reg EU 425/2016

The manufacturer

Address : Via W. Tobagi, 7 - 59100 Prato (PO)
PEC address: techprintsrl@pec.it

Declares under its own responsibility that Personal Protective Equipment described here after






