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DECLARATION OF CONFORMITY
THRACE MASKS

Declaration:

Thrace Polyfilms S.A. declares that the medical face masks, PLF.20, PLF.IIR, PLF.KIDS:

i. Comply with their technical specifications and amended accordingly, as derived by Annexes Il and Il of
REGULATION (EU) 2017/745.
ii. Comply with all the requirements under REGULATION (EU) 2017/745 and any other relevant European

regulation.

iii. DoC will be amended in regular frequency

iv. Comply with the general requirements of safety and performance as specified in Annex | and Annex VIII of
REGULATION (EU) 2017/745

V. have been classified according to the classification rules as specified in Annex VIII of REGULATION (EU)
2017/745, and Annex IX of Directive 93/42/EOK (and its KYA AY88/r.P.owk.130648 Greek equivalent
legislation),

Vi. comply with all the requirements under Greek Law concerning the manufacture and distribution of Medical
Devices

Vii. are CE marked according to REGULATION (EU) 2017/745, under the sole responsibility of the Manufacturer

viii. is a Type Il or Type IR medical face mask, respectively, that conforms to EN14683:2019

iX. the tests have been performed according to EN14683, and the quality management system meets the
ISO13485 requirements

X. Further, PLFIIR complies with the EUA regulation and has been classified as Level 3 according to the

classification of ASTM F2100-19

Particulars of Medical Device (MD):

MEDICAL FACE MASK PLF.20/PLF.IIR/PLF.KIDS —

Generic name: | o 11 MAZKA PLF.20/PLF.IIR/PLF.KIDS

MEDICAL FACE MASK PLF.20/PLF.IIR/PLF.KIDS (in multiple packaging and coloring; see also

Specified names &
categories (REF):

Annex ) -
IATPIKH MAZKA PLF.20/PLF.IIR/PLF.KIDS (o€ Stadopa £(6n cuokevuaaoiag Katl amoxpwoewy,
napaptnua l)

Manufacturer: Thrace Polyfilms S.A.
Country of origin: Greece
Manufacturing site: Ind. Area, 671 00 Xanthi, Greece
Risk-based Class |

classification:

Classification rule:

Rule 1 of Annex VIII (MDR)
Rule 1 of Annex IX (93/42/EOK & KYA AY85/T.P.oik.130648)

Manufacturer’s SRN: 998736323
Medical device
registration approval 2820004610368
code:
CND Code: T020699
GMDN Code 35177

Product description:

e |tisarectangular single-use medical face mask made of 3-layers of nonwoven
fabric. It features parallel folds lengthwise for better fitment, effective
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filtering, and complete coverage of the lower part of the face. With adaptable
and flexible nose wire and two ear loops, one on each side. Odorless, latex,
and glass fiber free. Skin-friendly. It is expected not to cause irritation or
allergies. Suitable for all adult sizes. Moreover, PLF.IIR performs high splash
resistance.

e OpBoywvia HACKA TIPOCWTIOU, HLAC XPHONG, KATACKEUAGUEVN Ao UN-UhavTo
TeEXVNTO LdAOUA, TPLWY OTPWOoewWY. DEPEL TTAPAAANAEC TTUXWOELC O OAO TO
TIAATOG TNG Yla KAAUTEPN €bAPUOYH, AMOTEAECUATIKOTEPO GIATPAPLOUA Kt
TNV MANPN EMKAAU YN TOU KATW HEPOUG TOU TPoowrou. Me mpocapuooLUo,
eUKaUMTO emippivio élaopa kat dUo AAOTLXAKLA OTEPEWONG, €va o KAOe
mAeupd. Me avtoxr o€ ekTOEeUOn UYPWY. AVETN oTNV avarmvor). Aooun, xwpic
Aate€, ywplc tvec uarofauPBaxa. Ok yla To Sépua, Sev mpokalel aAAepyieg
Kal epeBlopoU . KatdAAnAn yla OAa Ta HeyEBn evnAikwy.

e To cover the face (mouth and nose) and partial protection from transmittable
diseases of the respiratory system. To avoid transmission of microbes and
bodily fluids (saliva) and to prevent fluid penetration.

Indented Use: e [la KGAUN TOU TPOOWTOU (OTOPA KAl HUTN) KOl PEPLKN) TPOOTACial amo
HETASI80UEVEG 00BEVELEC HEOW TOU QVATVEUOTIKOU cuoTthuatoc. Mo tnv
armoduyn Sladoonc MKPOPBIwY Kol CWHATIKWY LYpwV (ClEAou) kal va
nipoAapBavouy tn Sieiobuon vypwv.

Certification/Quality Management System (QMS):

Conformity Assessment Body issuing the
Quality Management System certificate:

Certificate number: 20302200003058

Issuance date: 2020-05-04
Expiry date: 2026-05-03
e CE-marked according to (Regulation (EU) 2017/745), class 1, non-sterile.
e [|SO13485:2016
e |SO9001:2015

TUV AUSTRIA HELLAS for EN 1SO 13485:2016
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Applied Standards:

# Standard Standard Title

1 | 1s0134852018 Medical devices: Quality management systems -Requirements
for requlatory purposes
Medical devices — Symbols to be used with medical device

2 | ENISO 15223-1-2016 labels, labelling and information to be supplied — Part 1:
General requirements

3 | EN1041:2008+A1:2013 | Information supplied by the manufacturer of medical devices

4 | 1509001:2015 Quality Management Systems - Reguirements

5 | EN14683:2019+AC Medical face masks - Requirements and test methods

. Biological evaluation of medical devices — Part 1: Evaluation

6 | ENISO 10993-1:2018 and testing within a risk management process

7 | 1S031000:2009 Risk management — Principles and guidelines

& | 18031010:20104A Risk Assessment Technigues

g | I1S031010:20108 Risk Assessment Technigues

10 | 150 154891 Records Management - Part 1: Concepts and principles

11 | 1S014971:2007 Risk Assessment of Medical Devices

150 15489-2 Records Management - Part 2: Guidelines

12
Clothing for protection against infectious agents — Medical

13 | 150 22609:2004 face masks — Test method for resistance against penetration
by synthetic blood (fixed volume, horizontally projected)

14 e . _
Standard Specification for performance of materials used in

ASTM F2100-19 medical face masks
The compliance to all applicable International & Greek legisiation is total

Thrace Polyfilms S.A. is responsible for all the information provided herein and the issue of this

declaration. This declaration of conformity is valid from the 20th of March, 2023.

Legal Representative
Managing Director

Development & Quality
Manager

Production Manager
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ANNEX/MAPAPTHMA |
Xeipoupyikn Mepiypagn BAZIKO UDI-DI
Maoka
PLF.20 NAQOTIK) cUoKeuaciaTwv 20 THX. 5210012002618
NAQOTIK) CUOKEUAoIaTwv 50 TUX. 5210012002601
NAACTIKr) CUCKEUACia 5210012002687
TWV 5 TUYX.
XApTIvn ouokeuaaoiatwv 50 TuX. 5210012002656
ouokeuaoia film Twv 5 5210012002977
THX.
ouokeuaoia Twv 8 5210012002762
THX.)
Maupn pdoka, 5210012002793
ouokeuacia Twv 10 Tux
Suokeuaoaia film Tov10 Tuy. Pe To 5210012003363
dlakpITikO «MaskaMou»
>uokeuaaia film Twv 5Tuy. yia paipn 5210012002694
paoka/REF BLF.
Suokeudoaia film Tov 5210012003295
10 Tux. yia paUpnuaoka/REF PLF.20
Suokeuaoia film Twv 5 5210012003035
Tux. Christmas edition/
REF PLF.XR5
MAoka XpwHaTognopToKaAi 5210012003448
Maoka xpwpaTog Hwp 5210012003455
Maoka XpwHATOGKOKKIVO 5210012003462
Mdaoka XpwpaTog pol 5210012003479
MAaoka XpwHaTocykpl 5210012003486
Mdaoka XpmpaToc Kape 5210012003493
Mdaoka xpopaTognpdaacivo 5210012003509
MAoka XpWHATOCAEUKO 5210012003516
Mdaoka XxpwpaTog navy 5210012003523
MaUpn paoka, 5210012002717
ouokeuaaia Twv 20 TUX
PLF.IIR XapTivn Zuokeuaaoia 5210012003073
Twv 50 THY./ REF
PLF.PR50B
XEIPOYPIIKH MAZKA PLF.IIR / SURGICAL MASK 5404017206649
PLF.IIR OBL BELSCAN
(REF. PLF.50CR, 50 pcs in carton container)
XEIPOYPTIKH MAZKA PLF.IIR / SURGICAL MASK 5404017207936
PLF.IIR OBL BELSCAN
(REF. PLF.50CRB, 50 pcs in carton container)
PLF.KIDS ouokeuaoia film Twv 5Tx. 5210012003028
IATPIKH MAaoTIkA cuokeuacia Twv 12 TY. 5210012003417
(XEIPOYPTIKH)
MAZKA
MPOZQIOY
SAFESMILE
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