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FFP2 Masken

Marke: Medizer

EN 149:2001+A1:2009
Lagerstandort EU
Verpackung: 10 Stuck

CE-zertifizierte FFP2 Masken

Kontakt: DE: +49 30 62 93 34 20
CH: +41 71 58 80 248
Shop: www.odemShop.de
E-mail: info@OdemShop.de
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EU Declaration of Conformity
AB Uygunluk Beyani
No. DoC-25052021-001
Uriin Adi / Name of Product E Partikill Filtreli Yanm Maske / Particle Filter Holf Mask
PRIZMANMET MEDIKAL SAN. TiC. ITH. IHR. LTD. 5Ti.

Yahya Kemal Mah. Okul Cad. No-13/15 Kagithane /
Istanbul, Turkey

Marka | Trademark i Q-ZER

Yasal Dreticl {Adresi) |
Legal Manuwfacturer (Place of lssue)

Model, Tanimlama Numaras: | . NOO1 - White, NOOS — Black, N006 — Cherry,
Model, Identification Number NOOT — Orange, NDO1LT6 — Patterned

EM 145:2001 + A1:2009
Solurwirmda ilgl koruyuew cihalar - Pargacddara kargi keruma amagh filteeli varar
Urlin Sandartian / . maskeler- tzalikler, deneylar va isretieme
Product Standards EN 149:2001 + A1:2009
Respiratory pratective devices - Fitening half masks to protect against particles -
Requirements, testing, marking
Ouoliikler / Paramelars
EN 149:2001 , Md.5
EN 143:2001+A1:2003, M5 - CM"SIfII atkn
EM 14 1 . .6 = K i
EN 148:2001+A1.2008, Md.6 - Shovt desighation
EN 149:2001+A1:2009, Md.7.7 - Uygulama performans
EN 149:2001+A1:2009, Md.7.7 - Practical performance
EN 149:20014A1:2009, Md.7.9.1 - Toplam Ige dogru sedirma  Test result are available on
EN 149:2001441:2009, Md.7.9.1 - Total inward leakege  *  the test report done by MNA
EN 149:20014A1:2009, Md. 7.9.2 - Filtre malzemesinin nifuziyeti | abratories.
EN 149:2001+A1:2008, Md.7.9.2— Penetration of fitermaterial * N atified Body Number: 2841
EN 149:2001+A1:2009, Md.7.12 — Solunan havanin o | No: 258-21-01
EN 149:2001+A 1:200%, Md 7,12 - Carbon diowide content of the inholationair D ate: 21-06-2021
EN 149:2001+A1:2009, Md.7.16 = Solunum direnc
En 149 20031 44 1- 2009, Md 7,16 — Breathing resistance

FFP2

EN 149:2001+A1:2008 FFP2 NR

Ekipman Sindlandirmas: /
Equipment Classification

Bu AB Uygunluk Beyan yalhizca dretici scrumluufunda dilzenfenmistin, Asafida imzas) bulunan ben, isou beigeyls, befirtilen
koruyucy kyafetiern 8 Mart 2016 tarihi Kisisel Koruyucu Donanim (KKD) ile iigii Konsey ve Avrupa Parlameniosu (AB) 2016425
sayli iziginon lgh hiki beyan ederim. Yukanda belittben Direktide uygunlugu gisstersn t0m destekleyic] beigeler
PRIZMANET MEDIKAL SAN. TIC. ITH IHR. LTD. $T1. firmasi tarafindan korunmektadr, Bu beyan, imza tarhinden senraki m
exipmariar icin gegeridir.

This EU declaration of conformity is issued oniy under the y of the .|, the igned, hereby declare that
fhe specified profeciive dathe(s) meefs) the spplicable provisions ofﬂeg.nfm'? (EL]} 20168/425 of the Eurcpean Parfiament and of the
Council of § March 2016 on Personal Protective E {PPE). AN that contains proof of complance lo
the aferementioned Directive(s) is retained under the premises of PRIZMANET MEDIKAL SAN. TIC. ITH. [HR LTD §7 T}ns
declaration appies te all squipment fom fie signature date forward .

. CElg Tarihi | AB Uygunluk Beyam Tarihi
Start of CE /EU Declaration of Conformity Date

Kategori Ill / Category lif

25.06.2021




Notified Body Number: 2841

ATTACHMENTS (258-21-01)

T'o certify the PPE product at Category 111 level, €2 or D module is nccompanicd by applying one of
the conformity sssessment methods along with the EU Fype Examination (Module B).

Model = Q-ZER  NOOI(WHITE),  NOOS(BLACK),  NOUG(C HERRY),  NODT(ORANGE),
NOOLI(PATTERNED)

" PPE SPECIFICATION PERFORMANCE LEVELS

N lassification FFP2

|{ Reusable / Sinple Shift Use NR

PPE produced as a single unit to fit an individual user, all the necessary instructions for manufacturing
such PPE on the basis of the approved basic model:

MARKING

MANUFACTURER: PRIZMANET MEDIKAL SAN. TIiC. ITH. IHR. LTD. STL
PPE TYPE:
EN 149:2001+ A1:2009 Respiratory protective devices - Fillering half masks to protect

ngainst particles

NOOLHPATT EDy
PRODUCT SIZE: Standard
PICTOGRAM AND PERFORMANCE LEVELS:

EN 149:2001+ A1;2009 FFP2 NR

NB 2841

Or Condition of Storage

MODEL: 0Q-ZER  NOOI(WHITE), NOOS(BLACK)., NOOGCHERRY), NOOT(ORANGE),

MNA LABORATORIES SAN. TIC, LTD. g Ti declares that the above-mentioned product meets the
tequirements of the directive accord ta the EL colive . the safety of the product is
covered by the conditions and use specified in this centificate and in the technical file

MNA Laboratuvarlar San. Tic.ttd 510
Adres: Kogikbakkalkdy Mahallest Yenidofan Cad No:21 Alu,u»lur,{lslmlaul
Tel: 0216 574 07 08 Faks: 0216 575 13 3.
U-Farm-002/He.04/12 03 202

Pagel /2

IABORATUYARIARI

Notified Bady Number: 2841

AB Tip Inceleme Sertifikasi
EU Type-Examination Certificate

Belge No / Certificate No : 258-21-01
Belgelendirme Tarihi - Bir Sonraki Belge Tarihi /
Certification Date / Certificate Validity Date : 21.06.2021-21.06.2026
Belge Gegerlilik Tarihi [ Document Vatidity Peviod: 5 vl 3 years
Firma Unvant ve Adresi /
Company Name and Address + PRIZMANET MEDIKAL SAN, TiC. ITH. IHR.
LTD. §TL
Yahya Kemal Mah, Okul Cad. No:13/15,
Kagithane/Istanbul, TURKIYE
Uriin Adi /Modeller / Product Name / Meadels Q-ZER NOOI(WHITE), NODS(BLACK),
NOOS(CHERRY), NODT(ORANGE), N0O1 I{PATTERNED)
Drirektifi / Directive 1 2016/425 REGULATION
Moediili/Kategori [ Module / Category + B MODULDY KATEGORI 11
MO B CATEGORY 1T
Test Rapor Noflan / Test Repart No : MNA M-2021-00982
{iriin Tipi/ Product Type:
- EN 149:2001+ A1:2009 Solunumla ilgili koruyucu cihazlar - Pargaciklara karsi koruma amagh
filtreli yanm maskeler/ Respiratory protective devices - Fillering half masks w0 protect against
pariicles

Uriiniin  Malzeme Bilgisi /| Product Material Information: Q-ZER NOOI(WHITE), NOOS{BLACK),
NOOG(CHERRY ), NOOT(ORANGE), NOOT I{PATTERNED Jmodel firinleri kumas, elastik kayig, burun klipsi
ve filtre katmant kullamlarak imal edilmistic/ O-ZER NOOIWHITE), NOOS(BLACK), NOOGCHERRY),
NOOTEORANCGE), NOOI(PATTERNED)model products are manufactired wsing fabric, elastic sfrap, nose
clip, filver layer.

Veolkan AKIN Okan AKEL
21.06.2021 21.06.2021
Karar Verici / Approver Firket Midiirit / General manager

MNA Laboratuvarlan San. Tic.Ltel 5t
Adres: Kiglikbakkalkty Mahallesi Yenidogan Cad Noc21 Atayehir/ ltanbul
Tel: 0216 574 07 08 Faks: 0216 575 13 31 www mnalal.com
U-Form-002/fev.04/12.03.2020




MNA LABORATUVARLARI

@ mno i LA A AR AT TEGHNICAL EVALUATION REPORT (258-21.01)

Notified Body Number: 2841 Report No :258-21-01

ATTACHMENTS (258-21-01) Report Date 1 21.06.2021
Application No :258-21-01

1. COMPANY INFORMATION:
PRIZMANET MEDIKAL SANAY] TICARET ITHALAT iHRACAT LIMITED SIRKETI
Yahya Kemal Mah. Okul Cad. No:13/15, Kagithane [ Istanbul, TURKIYE
Tel: 490 (212) 909 44 44
E-mail: prizma@prizma.net

PPE INFORMATION:
Disposable and non-sterile half mask made of particulate protection fitler material.

PPE TYPE IDENTIFICATION
EN 145:2001+4A1:2009 Respiratory protective devices — Filtering half masks to protect against particles -

Requirements, testing, marking

4, PPE PICTURES

Basic Health Safety Requirements
Risk Assessment

Test Reporis

Technical Report

O-ZER NCOL{(WHITE), NOOS(BLACK), NOOG(CHERRY), NDO7(ORANGE], NOO11{PATTERNED)

5. PPE DIMENSIONS:
Q-ZER NOOI(WHITE), NOOS{BLACK), NOOG({CHERRY), NOD7(ORANGE), NOOL1{PATTERNED]} model has been
found to be produced using standard sizes.

PPE PRODUCT MATERIAL INFORMATIOMN:
The product is made of elastic strap, nonwoven fabric on the outer and inner layers and fitler material an the
middle layer.

7. ESSENTIAL HEALTH AND SAFETY REQUIREMENTS
®  Avisual inspection was made according to EN 149:2001 +A1:2009 for ergonomics.
*  Protection levels and degrees are defined by the manufacturer.
= Suitable construction materials were determined by visual inspection according to EN 149:2001

MNA Laboratuvarlan San. Tie.Ltdl 5t +A1:2009.
Adees: Wiigikbakkalkéty Mahallest Vanidogan Cad.No:21 Atasehir/ lstanbul
- P GRIR IV 08 tekit DRSS T3 31 fhit U-ERM-O56 MEV.D0YAYIN TARIHE20.11 2019
U-Form-002/Rev.04/12.03.2020 Page 1 f 5
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MNA LABORATUVARLARI MNA LABORATUVARLARI )

TECHNICAL EVALUATION REPORT (258-21-01) s AN ALM AN, T L1 TECHNICAL EVALUATION REPORT (258-21-01)

8. ANALYSIS AND EVALUATIONS: Subject 8 (After temperature conditioning) | 7.4 [ea T27 e
ENETA0:2H01 4412009 Subject 9 (After temperature cundl‘l‘ls;;lﬂl’.] [ I%-‘,S _55 [ 7.2 =i 6.4
."5.uh|ec| 10 (After 12;;:.eriiurt.a E.aﬁdilimung.:_. 7.0 [ 5,9 il 7.0 | 6,5
Subject facial dimensions i i )

Subject | Facelength | Face Width Mouth Width |

T g : - - t t - {mm} (mm) (mm})
Part 7.3 Shall also the marking and the information = Appropriate - PASS 33 132 | 65

Visual supplied by the manufacturer 125 134 | 67

inspection 126 [ 138 75

Banned  Azo | <30 mgfkg <5 mgfkg 123 133 = 74
Dyes I S E—  — 17 (135 ' |7
Part 7.4 Particle filtering half mask shall be offered | Appropriate __']_zz | L I | 66
Packaging for sale packaged in such a way that they [ ~ 113 132 | R E
are protected against mechanical damage | i 135 IBTE | g
|- | and contamination beforeuse. | N | 122
Part 7.5 When conditioned in accordance 8.3.1 & | Appropriate - BEREES 1 125 .83
Material 8.3.2 the particle filter half mask shall not T T =

collapse.

L ! === ! e e ! | pARAMETER | PERFORMANCE | RESULTS | PERFORMANCE | EVALUATION
Part 7.6 After cleaning and disinfecting the re-usable | Not applicable - Not

Cleaning and | particle filtering half mask shall satisfy the applicable | LEVELS LEVELS

disinfecting penetration requirement of the relevant  — | e | FrP1 _'fﬂ .FFF; | NTRTEL | ST
class. Part7.9.2 Sodium chloride, 95 | %20 | %6 |%1 See the table | FFP2 PASS

Part 7.7 ["No negative comments should be made by ' Appropriate - Penetration | L/min below

Practical the test subject regarding any of the criteria of filter | %, max | | | L = 0

_performance | evaluated | o N | I material Paraffin oil, 95 L/min %20 | % See the table | FFP2 PASS

Part 7.8 Parts of the device likely to come into | Appropriate %, max below

Finish of parts | contact with the wearer shall have no sharp T o — i

| edge or burrs, i 1 = Penetration of filter material | Sodium Chioride i%} Paraffin Oil (%]

TESTS PARAMETER | PERFORMANCE RESULTS PERFORMANC | EVALUATION
| LEVELS E LEVELS
FI‘:PI FFP2 | FFP3

PARAMETER PERFORMANCE | RESULTS PERFORMANC | EVALUATION {Aasecioved. S 16 | 18

LEVELS E LEVELS Asrecieved | 3 : 18

& " As recieved 15 16

= —— i ' i - e — ' T After the simulated wearing treatment | 2, 2,1

Part 7.9.1 Al least 46 out of (<25 |<11 | <5 See the table | FFP2 PASS e uslmulatedweariﬁg 3 t t %]
Total inward | the 50 individual below T = T T -

| After the simulated wearing treatment o 3,2
leakage exercise requt_ N |- N | 1 N Y s T
At least 8 out of the 4 See the table PASS

Mechanical strength and temperature conditioning i 5 | 39
Mechanical strength and temperalureMg 1 . 3,6
10 individual wearer below i\'{'ec'ha_mcal strength anﬂ-ﬁpe:alure cond-luar}:ﬁg_ | _ | 38
arithmetic means | | | |
o ) TESTS PARAMETER | PERFORMANCE LEVELS | RESULTS | PERFORMANCE | EVALUATION
. Tota eakage (%) B FFPL | FFP2 | FFP3 | LEVELS
= S | Exercise 1 Exercise 2 | Exeicise 3 | Exercise 4 | Exercise 5 | Average Part 7.10 | Materials shall not be knawn to be likely to | Appropriate | - | pass
Subject 1 (As recieved) 66 6,8 6,6 64 | 7.0 6,7 Compatibility | cause irritation or any other adverse effect to
| Subject 2 (As recieved) 78 |67 |70 (64 6,8 63 wiith skin health
Subject 3 (As recieved) |68 69 66 [ 74 [74 [70 part7.11 | Mask shall not burn or not to continue to burn | [ | PAss
i I 68 | 7.0 il :rg | 7.1 | 5_.«,' [ -}._1_ Flammibility i for more than 5 5 | |
Subject 5 [As recieved) | 7.6 [ 6,6 i 68 T E-n.“- | 6,9 | 5,9 Part7.12 Shall not exceed an average of % 1 IE PASS
| Subject 6 (After temperature conditioning) | 7.5 7.9 [23 6.8 6.8 73 carbondioxide
Subject 7 [After temperature conditioning) | 7.0 6,8 6.5 | 6.9 68 6.8 content of the
) ) inhalation air
SEREV.OOYANIN T

Page2 /S Paged /5
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MNA LABORATUVARLARI e~ _ MNA LABORATUVARLARI
= = ' MNa
TECHNICAL EVALUATION REPORT (258:24-01) sy i v TECHNICAL EVALUATION REPORT (258-21-01)

Part 7.13 It can be donned and reriioved-gasuy I Eah-rop(iafa
Head harness = = e S
Part7.14 | The field of vision shall acceptable in practical | Appropriste. | - | PARAMETER PERFORMANCE RESULTS PERFORMANCE | EVALUATION
Field of vision | performance test. ) AEVELS : LEVEES
Part 7.15 It shall wi lhstand"a'm a tensile force of 10N | Not applicable = ["Not = ! ____F_F_P!_ 1 FF_I?Z_ | FF_P3 i | 1 |
Exhalation apply for 105 applicable Part7.17 After clogging the | 4 5 7 Not applicable | - Not applicable
valve(s) If fitted, shall continue to operate correctly Clogging inhalation mbar | mbar | mbar
after a continuous exhalation flow of 300 resistances shall
| L/minover a period of 30 5, not exceed.

— SR _ _; (valved) |
TESTS PARAMETER | PERFORMANCE LEVELS | RESULTS PERFORMANCE | EVALUATION ot exceed | Not applicable

FFP1 | FFP2 | FFP3 LEVELS | 3 mbar at 160 L/ min continuous flow.

" Part 7.6 |Inhalation 30Umin | 0,6 | 07 | 1,0 | See the table | FEP2 PASS (valved)
Breathing " | !nsz mbar __mhar | below | B | | After clogging the |3 | Notapplicable = th applicable
Resistance Inhalation 851 /min 21 X 30 See the table | FFP2 PASS | inhalation and | mbar | mbar | mbar
mbar mbar below exhalation
Exhalation 160L/min | 3,0 | ET) See the table | FFP2 T PASS rasistances.  shall
mbar | mbar | below | | nat exceed.

Not applicable

i o o o ) ({valveless) ) )
 Resistance (mbar) Inhalation 30L/min | Inhalation 95L/min ] | Part 7.8 All demountable parts (if fitted) shall be | Not applicable Not applicable
ed _D.’_; _'.’.1 | Demountable | readily connected and secured were

As recieved E 20 part _possible by hand.

As ra_?clc\rr::s_ | | 2,1
After temperature conditionin 5 20 |

After temperature conditiogi_r;:_ 20 ' % HRCISIONERABASAL

After temperature conditioning | d | Analysis and examinations C-ZER NOOL{WHITE), NDOS{BLACK), NODS[CHERRY), NOD7{ORANGE), NOO11{PATTERNED]
After mulated wearing treatm model coded personal protective equipment; Respiratory Protective Devices EN 149:2001 +A1:2009- Filtered Half
After the si  wear Masks for Protection Against Particles - Properties, Experiments and Marking standards are evaluated. It is
After the simulated wearl recommended to be certified at the performance levels specified as a result of technical evaluations.

Breathing Resistance 160L/min (mbar} | Facng | facng | Facing 10. ATTACHMENTS
directly vertically vertically = Basic Health Safety Reguirements
| ahead upwards downwards = Risk Assessment
Asrecieved —12_7 28 12, 1) : | | »  User Instruction
As recieved 26 27 i x p
e — 26 EX] T I CONTROLLER :VOLKAN AKIN
| After temperature mndl_ll;amrlg |28 [ 27 |28 _ E1 | SING /

A 71
g L= il | 25 = J s o d/
| After temperature conditioning |27 [EX A T : a‘ﬂ&fl-\yl

After temperature conditioning |27 ! [27 i DATE
After the simulated wearing treatment

After the simulated wearing treﬂn_erﬁ
After the simulated wearing treatment

UFRIM-G56AEV. DOYAYIN TARINI20.11 2015 JIRM-USE REV.ORLYAYIN TARIHI20.11.2009
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