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Notified Body Numbel: 2841

BelgeNo l Certİİcate No
Bclgelendirme Tırihi - Bir Sonraki Belge Taıihi /
Cefiİficqtıoı Daıe / ce,İiJİcate Vqtı(lıo Daıe
B€lg€ Geçerlilik 't'aİihi / Docıımenı Validitı ParİOd
Firma Unvanı ve Adresi /
Colrıpan1| Name afid Adı]fess

Ürün Adı /]l{odeller / Pro.\üct Name / ModelüJ

Diİektifi l Dirccıiw
Modijlil/K^tegori / Module / CategofJ)

Teknik Değerlendirme Rapor No/
Te.hnicııl Evaluaıiolı Repolt No

:258_21-01-0t

| 0 L0 4.2022-0 1.0 4.2023
IlylllyeİİS

. PRiZMANET MEDiKAL sAN. TiC. iTH. iHR.
LTD. ŞTi.
Yahya Kemal Mah. okul Cad, No:13/15,
Kağrthane/istanbul, TÜRKiYE

: Q_ZER Noo1(wHlTE), Noo5(BLACK),
N006(CHERRY), N007(oRANGE),
N0011(PATTERNED)
| 20161425 REGULATIoN
: C2 MODÜLÜ/ KATEGoRi III
MoDULE (:2 ,/ CATEGoRY I]I

ı MNA 258_2t-01_0]

Üriin Ti|ri l Pıo.hucı TJrpe:
- EN ] 49]200 | + A 1:2009 sotunuıİr]a ilgili koruyucu cihazlar - Paİçaclklaia ka.şt korurıa alnaçlt filh e]i

yarlm maskel€/ 1lesPilato|}} prclectj\,e ıleyjces - Filtefi]lg hau'mask\ b proü.cl qgainsl parlicles

Ürünün Maizeme Bilgisi l Ploıluct Mateial Infoİmntıon: Q_ZER N001(wHI'l.E), NO0s(BLACK),
N006(C[]ERRY), N007(ORANGE), N00l l (PATTERNED) Mask model üiinleri kuüaş, elastik kay4, buıun
klipsi ve filffe katınanı kullanllaİalü imal edilmiştlr.l Q-zli}l Na7] (lrq]TE), N005(BLACK), N006(ai'Eü?Ry),
N0()7«.)\UNGE), N00I 1(PATTF:\INED)Mask moıte|proıiucts are ,,our,fr",ur"a'İrİİg ,'j;İİnose clıP, .ljlüel la.yef
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Tel:02165740708 Faks:0216 57513 31 www. mna]a b,colİ

EİffilE

ffi

01.01.202

U Förh 002/REV05/03.092021

CONFORMlTY TO TYPE BASED ON lNTERNAL PRODUCT|ON CONTROL PLUS §UPERV|SED
PRoDucT cHEcKs AT RANDoM lNTERVALS (MoDULE c2)

MoDüL c2 _ üRETiMiN DAHiLT KoNTRoLü vE üRüNüN RASTGELE
ARAL|KLARLA DENETiMLi MuAYENEsiNE DAYAL| TiPE uYGuNLuK

rnno
Okaıı AIaL

ü



CONFORMlTY TO TYPE BASED ON İNTERNAL
PRODUCTlON CONTROI PLUS SUPERV|SED PRODUCT

CHECK AT RANDOM INTERVALS

:258-21-01-01

: o\.o4.2o22

: 258-21-01-01

PPE TYPE lDENTlFlcATloN
EN 149:2001+41:2009 Respiratory protective devices - Filtering half masks to
Requirements, testing, marking

PPE PlCTURES

coMPANY lNFoRMAT|oN:
PRizMANET MEDiKAL sANAYi TicARET |THAIAT iHRACAT tiMiTED şiRKET|
Yahya Kemal Mah. okul cad. No:13/15, Kağıthane / İstanbul, TÜRKiYE
Tel: +90 (212)909 44 44
E-mail: prizma@prizma,net

PPE lNFoRMATloN:
Disposable and non-sterile half ma§k made of particulate protection fitler material.

protect against particles

5.

6.

7.

8.

ğmno
Notified Body Number: 2841 (MODUtE C2, ANNEX Vll} (258-21-01-01)
Report No

Repolt Date

Applicaıion No

2.

3.

4.

1.

q_zER N001(wHlTE), N005(BLACK), N006(cHERRY), N0o7(oRANGE), Noo11{PATTERNED)

PPE DlMENsloNsl
Q-ZER N001(wHlTE), N0o5{BLAcK), N006(cHERRY),
been found to be produced ı]sing standard slze.

PPE PRoDucT MATERlAL lNFoRMAT|oN:

No07(oRANGE), N0o11(PATTERNED) Mask model has

The product is made of eIastic stlap, nonwoven fabri. on the outer and in ner layers and fitler mater]al on the
middle layer.

ES5E^ıT|AL HEAITH AND SAFETY REQulREMENTS
. A visua l inspection was made accordingto EN 149j2oo1 +A1:2oo9 for ergonomics.
. protection levels and degrees are defıned bythe manufactuaer.
. suitable construction material§ were determined by visual inspection according

+A7|2oo9-

U_f RM056.REV.o1 /13 03.ro2
PaceL/5

to EN 149:2001



CONFORMlTY TO TYPE BASED ON lNTERNAL
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sU PlRVlsED PR.DUCT

Notified Body Number; 2841 (MODUtE C2, ANNEX Vll) (258-21,01-01)

9. ANALYsls EVALUAT|oN AND MARKING:
EN 149:2001 +A1:2009

TEsTs PARAMETER PERFORMANC€
LEVELs

REsutTs PERFORMANCE
L€VELs

EVAIUATloN

FFP1 FFP2 ] FFP3
Part 7.3

Visual

inspection

shall also the marking and the infolmation
supplied by the manufacturer

Appropriate PASS

Banned Azo
Dyes

< 30 mglkg <5 mglkg PAss

Part 7.4
Packaging

Pa icle filtering half mask shalI be offered
for sale packaged in such a wav that theY
are protected against mechanical damage
and contamination before use,

Appropriate PAsS

Part 1.5

Mat€rial
when conditioned ın accordance 8.3.1 &
8.3.2 the particle filter half mask shall not
collap5e,

pAss

Part 7.6
cleaning and
disinfecting

After cleaning and disinfecting the re-
usable particle flltering half mask shall
satisfy the penetration lequirement of the
relevant class.

Not
a pplicable

Not applicable

Part 7.7
practical
performance

No negative comments should be made by
the test subject regarding any ofthe.riteria
evaluated.

Appropriate PAss

Part 7.8
Finish of part§

Parts of the device ıikely to come jnto

contact with the wearer shall have no sharp
edge oa burrs.

Appropriate PA5s

TEsTs PARAMETER PERFORMANCE
tEVtts

REsuLTs PERFORMANCE
LEVELs

EVALUATloN

FFP1 FFP2 FFP3

Part 7.9,1

Total inward
leakage

At least
the 50

46 out of
individual

exercise result

<25 <11 <5 see the table
below

FFP2 PASs

At least a out of the
10 individual wearer
arithmetic means

s22 <8 see the table PAS5

Total lnwaİd Leakage (%)

Exerci5e
1

Exercise
2

Exercise
3

Exercise
4

Exercise
5

AVeİage

5ubjecl 1 (A5 received) 4,4 6,3 6,1 6,9 5,5 5,8
subject 2 (As received) 6,2 5,7 6,/ a,7 6,7 6,8
subject 3 (A5 rec€ived) 5,9 6,5 9,4 7,4 6,9
subject 4 (As received) 7,0 7,4 5,3 8,8 9,a
sub]ect 5 (As received) 7,2 4,4 6,5 8,7 6,1 6,7
subject 6 (After temperature
conditioning) 6,6 1,o 4,2 10,4 a,4 7,3

U+RM_056REV,o1lr3.032022

Page 2 / s



ğmno

subject İacial dimen§ions

coNFoRM|TY To wPE BASED oN lNTERNAL
PRODUCTlON CONTROL PLUS SUPERVlSED PRODUCT

CHECK AT RANDOM lNTERVAlS
(MoDUtE c2, ANNEx vll) (258_21-01-01)

subject 7 (After temperature
conditionine) 6,8 7,5 6,4 5,6 a,7 7,2
subject 8 (Afteİ temperature
conditioning) 6,1 6,4 7,6 9,4 7,4 1,4
subject 9 (After temperature
conditioning) 6,a 6,2 5,I 6,6 8,0 6,6
subject 10 (After tempe.ature
conditioning) 6,8 6,0 5,8 8,1 6,1 6,6

subje.t Face [ength
(mm)

Fa.e width
(mm)

Face Depİh
(mm)

Mouth width
(mm)

1 12o 145 105 6].
2 I28 155 112 68

110 128 105 55
4 123 L40 57
5 116 728 99 58
6 120 130 91 56
7 138 151 119 65
8 110 130 96 55
9 I2o 131 85 58
10 135 142 125 83

TEsTs PARAMETER PERFORMANCE
LEVELs

REsuLTs PERFORMANCE
LEVELs

EVALuATloN

FFP1 FFP2 FFP3

Paü 7.9.2
penetration

of filter
material

sodium chloride, 95
t/min
o/o, max

%20 %6 %I see the tabıe FrP2 PAss

Paraffin oi1,95 L/min
y", max

%20 %6 .1,I see the table FFP2 PAs5

penetıation o' fi lter material sodium chlorido (%) Paratfrn oil (%|

2,2 3,0
2,5 2,a

As received 3,1 2,a
Aftea the s mulated weaİing treatment 2,4 3,7

mulated wearıng treatment 2,4 2,a
After the simulated wearing treatment 2,6 2,5
Mechaİical §trength and temperature conditioning (120 mg) 5,1 5,5
Mechanicalstrength and temperatureconditioning (120mg) 5,2 5,1

uqch9!]!9E[9!ğü and temperature conditioning {120 mg) 4,9 5,6

TEsTs PARAMETER PERFORMANCE
ı.EVELs

REsULTs PERFORMANCE
LEVEts

EVAIUATioN

FFP1 FFP2 FFP3
Part 7.10

compatibility
with skin

Materjaİs shaıi not be known to be likely to
cause irritation or any other adverse effect to
health

Appropriate PAss

U FnM 056.REV.Oi,/13.o3.2o22

Pace3/S
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Notified Body Numbe1,2ga1 (MODULE C2, ANNEX Vll) (258-21-01,01)ec ğo mDer
Part 7 .It
flammibility

Mask shallnot burn ornottocontinue to buln
for more than 5 s

Flame not
seen

PA5s

ParI7.12
carbondioxide
content of the
inhalation air

shall not exceed an average of % 1 0,78
o,72
0,81

PAss

Pa.t 7.13

Head harness
ltcan be donned and removed easily Appropriate PAss

Part 7.14
Field of vision

The fleld ofvision shall acceptable in praatical
performance test,

Appropriate PAss

Palt 7.15
Exhalation
vaıVe(s)

lt shall withstand axially a tensile force of 1o
N applyfor 10 s.

lf fitted, shall continue to operate correct'y
after a continuous exhalation flow of 300
L/min ovel a period of30 s.

Not appiicabie Not
applicable

TEsTs PARAMETER PERFORMANCE
LEVELs

REsULTs PERFORMANCE
LEVEts

EVAtUATloN

FFP1 FFP2 FFP3
Pa,t 7.76

B.eathing
Resistance

lnhalation 30L/min 0,6

mbar
o,7

mbal
1,0

mbar
see the table FFP2 PASs

lnhalation 95L/min z,1
mbar

2,4

mbar
3,0

mbar
see the tab]e lFP2 PAss

Exhalation
160L/min

3,0

mbar
3,0

mbar
3,0

mbar
see the table lFP2 PA5s

8reathin8 Resistance (mba4 ]nhalation 30L/min lnhalation 95L/min
A5 receiVed 0,5 ,1,6

0,5 1,6
0,5 ,]6

After temperatuİe condition ng 0,4 1,5
After temperature condition ng o,4 1,6
After temperature condition ng o,4 16
After the simu|ated wearing treatment 0,5 15
After the 5imulated wearing treatment 0,4 15
After the simulated wearing treatment o,4 15

Breathing Resistance 160L/min {mbar) Faaing

dİrectly
ahead

Facing
verticaıly
upwards

Facing
vertically
downwards

Lying on the
left side

Lying on the
right side

27 2,7 2,6 26 2,6
26 2,6 2,6 26 2,7
2,7 27 2.7 2l 27

After temperature conditioning 2,7 26 2,7 2,6 26
After temperature conditionins 2,6 2,6 2,6 2,6 26
Afte r tem peratu re conditioning 2,7 27 2,7 2,7 26
After the simulated M/earinq tleatment 2,6 26 26 2,6 26
After the simulated wearing tİ€atment 2,6 2,7 2,6 2,7 2,7
After the simulated wearing t.eatment 26 2,6 2,6 2,6 2,6

U,FRM_056.nEV.o1./1a.o3.2022

pace4/s



ğmno
Notified Bodv Number; 2841 (MODULE C2, ANNEX Vll) (258-21-01-0U

coNTRoLtER : VoL(AN AK|N

S|GNATURE :

DATE | 0|.o4.2o22

10. DEcls|oN

Analysis and examinations Q-zER N001{WHlTE), N005(BLACK), N006(cHERRY), Noo7(oRAN6E), Noo11(PATTERNED)
Mask model coded per§onal protective equipmentj Respiratory Protective Devices EN 149i2oo1 +A1:2oo9- Filtered
Half Masks for Protection Against Particles - Properties, Experiments and Marklng standards are evaluated. The
homogenelty of the prodü]ction was monitored at the performan.e levels determined as a result of the technjca'
evaluations made within the scope of MoDuLE c2.

11. ATTACHMENTS
. 8asic Health safety Requirements
. Risk Assessment
. Test Report (M-2022-o25a, M,2oz2-o329|
. User lnstruction

CONFORMlTY TO TYPE BASED ON lNTERNAL
PRoDUcrloN coNTRoL Ptus sUPERVlsED PRoDucr

CHECK AT RANDOM lNTERVALS

u m ber;
TEsTs PARAMETER PERFORMANCE

tEVEts
REsutTs PERFORMANCE

LEVELs

EVAtlJATloN

FFP1 FFP2 FFP3

Paft 7 .!7
clogging

After clogging the
inhalation
resistances shall
not exceed.

{ValVed)

4
mba

I

5

mba
I

7

mbar
Not applicabıe Not applicable

The exhalation resistance shall not exceed

3 mbaİ at 150 L/ min continuous flow.
(valVed)

Not applicable Not applicable

After clogging the
inhalation and

exhalation
resistances shall
not exceed.
(ValVeless)

3

mba
r

4

mba

I

5

mbar
Not applicable Not eppllcable

Part 7.18
Demountable
part

All demountable parts (if fitted) shalı be
readily connected and secured were
possible by hand.

Not appIi€able Not appl]cab]€

Part 9
Marking

The packaging information shall be clearly
and durably marked on the smallest
commercially available packaging or
legible through it if the packaging i5
transparent.

Appropriate PAss

tJ_FRM_056,REV o1./13.o3.2022

Paee 5 /5
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MNA LABORATUVAR|
ANALiZ RAPORU

Rapor Numaras : M_2022 0258 Tar h 2022_04_01 18:36:30

l

NUm!neyiGönd. KUrLiU5

Numune (abU Tar hi

Diğer B]9ier

solunum Direnci

I PR|ZMANET MEDiKAL sANAYiT CARET |THALAT iHRACAT ! MiTED 5iRKEri

: YAHYA rEMAL MAFALLcs, oKLL cADDcslNo: ]3/]5 KAĞ||.]A\F/lsIANBJ|

:2022-03-0217|18:ı9

|2022_03,o217:59:55

: üı4EDizER

: MoDulE c2

a.9

30 Lrİin maİ b5s|hç lmba.) 95 L/min max ba§]nç lhıaa ı6o L/nıitr max ba9nç lınbaa

Kuçükbakkalkdi Maha lesiYeni.ıogan caddes No:21Ataseh r stanbu
İio@mnalab..o,n te : 02165740r03 fak5] 0216575tJ3r
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MNA LABORATUVAR|
ANALiZ RAPORU

Rapor N!maras] l M 2022 0258 lar lj 2022,04_0t 13:l6 ]0

Filtre Malzemesanin Nüfuziyeti

tempelJture .ohd .oİin9 {ı2o m1)

AleV Deneyi

moİe thaı 5 sec aft€r

Küçükbakkalköy[ıahaIIe5iYenidooancaddesl No|21Ataşehir]sta.b!l
lnfo@mnalab.com te | 02165740703 faks: 02165751331
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MNA LABORATUVARl
ANALiZ RAPORU

TuRKAK

Rapor NUmaras M_2022 0]29 sayfa 1 / 3

NUmUneyiGönd. KUruluş

Diğel B lgiler

: PRllirAN1-1lr4.Dl.Al sA\AYiTiCARET |THALAr lIRACAT llMlTFo 5 RkETi

; YAHYA (tl4Al VAHALLEs oKUL CADDEsi No: 13/15 RAĞIT,]ANE/lsTANBUL

| 2022-o4-a7 74|22|29

| 2o22-a4-a7 7B:2l:25

IMED]ZER

Yasakll Azo Boyar Maddelerin Tayini *

EN l5o 14362-ı /tN

Küçükbakka koy lüahale5 Yen doqan caddesiNo 2r Atarehirista.bul
info@mna ab..om te 02165740703 fak5: 021657513]1



-l

t]

ümn"§
MNA LABORATUVARl

ANALiZ RAPORU

RaporN!m3ras M_2022_032s Tarih 2022_04_0t t8 36:43 sayia]3/]

ru6u lTÜRkA(l deney raponann,n tatr,n'rİğ, konusuD.la Avrupa Akred ta5von Bt|ğ|lE^)[ğ 1ok
tajyon ğtliğ|llLA.)

lp çdoalhlanaı üçün.ü şahEla.a ve

d ğ, hJi çh 9eç!nidir,
esrka5yona üyqüduğu beId İken,6lçÜm beliEnliğinh na9lhe5aba katb.ağ,., belneyen kur

3,M.5ten iaranndan 5ao6oin b 9 ersonuçlJın geçen iğ Varsorunlu değ dn.
leri(olna9 h.jnde) Ve dqrcym

obn6klpaden9ayJalardave,i]'nektedn.
atikBa9nçTay]niTslso311(Hi c haı €/N:53) Anaİ,, Dik], Xop

lso 13935,2lMokavemetTestciha! ErN|sol AnJ|niv.9v, k Dy 59_Al Maddc a,13 (sN, kimy.lal
Geçam€ c haı E/N lo7) anai: r çin l5o r39 MADDE ].2 kordlln ( 2] r 2"
c s(akl,kve %5o * 4 bağ nen)uyğUlantr.
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krçukbakka koy Maü]al.s Yln
]nfo@mna aır..om t. 02tır574070a,akr 0216575r331


