PCA

POLSKIE CENTRUM
AKREDYTACJI

Ly

CERTYFIKACJA
WYROBOW

CERTYFIKAT BADANIA TYPU UE (MODUL B)
EU TYPE-EXAMINATION CERTIFICATE (MODULE B)

. CW/PPER/21/11/2020

ZASWIADCZA SIE,

ze Polski Rejestr Statkdw S.A. (PRS) przeprowadzit procedure badania typu wymienionego nizej wyrobu i stwierdzit jego zgodno$¢ z
wymaganiami okreslonymi w zatgczniku V do Rozporzgdzenia Parlamentu Europejskiego i Rady (UE) 2016/425 (PPE) w sprawie
$rodkéw ochrony indywidualnej oraz uchylenia dyrektywy Rady 89/686/EWG, ze zmianami.

THIS IS TO CERTIFY

that Polski Rejestr Statkéw S.A. (PRS) did undertake the EU type-examination procedure for the product identified below which was
found to be in compliance with the requirements of Annex V to the Regulation (EU) 2016/425 of the European Parliament and of
the Council of 9 March 2016 on personal protective equipment and repealing Council Directive 89/686/EEC, as amended.

Whioskodawca INSPE
Applicant .
Savanoriu 178F,
Vilnius, Lithuania.
Producent Changxing Zhiwei Clothing Materials Co., Ltd.
Manufacturer . . .
No.8 Changgiao Road, Huaxi Zone, Changxing County,
Huzhou City, Zhejiang Province, China.
Z)’:d‘ZZ;‘;;’:e Sprzet ochrony drég oddechowych. Sprzet ochrony drég oddechowych bez zasilania
powietrzem. Pétmaska filtrujaca chronigca przed COVID-19.
Respiratory protective equipment. Non-powered air-purifying particle respirator.
Filtering half mask to protect against COVID-19.
Oplswyraby Pétmaska filtrujaca klasy FFP2, type ZW9501, Product Brand: BALTIC MASKS,
Product description

model: BM-003
Particle filtering half mask, class FFP2, type ZW9501, Product Brand: BALTIC MASKS,
model: BM-003
Zastosowane normy o ;
specqled standaids PN-EN 149 + A1:2010
EN-149:2001 + A1:2009

Niniejszy certyfikat pozostaje wazny do czasu uniewaznienia przy zagf
This certificate remains valid unless cancelled or revoked, provided# ¢ ondltjons (see page 2) are complied with.

Data waznosci

Explry date 2021-11-09
Certyfikacji
jsion Director
; NOTIFIED BODY
Gdarisk, 2020-11-10 NOD.1463 Przemystaw Gatka
Nr jednostki notyfikowanej Polski Rejestr Statkow S.A. tel. (+48) (58) 346 17 00
No. of notified body al. Gen. J6zefa Hallera 126 fax (+48) (58) 341 77 69
80-416 Gdarnisk, Poland e-mail: dc@prs.pl
1463 www: http://www.prs.pl/
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Wykaz dokumentacji
List of documents

Miejsca produkgji

(inne niz podane na stronie 1)
Places of production

(different than given on page 1)

Ograniczenia uznania
Approval limitations

Warunki uznania
Approval conditions
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CW/PPER/21/11/2020

. Instrukcja uzytkowania - zatwierdzona przez PRS S.A. dnia 2020-05-27.

. Ocena ryzyka - zatwierdzona przez PRS S.A. dnia 2020-05-27.

. Rysunek Pétmaski typu ZW9501 - zatwierdzony przez PRS S.A. dnia 2020-05-27.
. Raport z badan nr WSZ FHL No.W0086 wydany przez Jiangsu Guojian Testing

Technology Co., Ltd. w dniu 2020-05-07.

. Sprawozdanie z przeglagdu PRS S.A. nr CW/ZO/PPER/133/2020 z dnia 2020-11-10.

. Instructions for the use - approved by PRS S.A. on 2020-05-27.

. Risk analysis - approved by PRS S.A. on 2020-05-27.

. Assembly drawing Half Mask type ZW9501 - approved by PRS S.A. on 2020-05-27.
. Test report No. WSZ FHL No.WO0086 issued by Jiangsu Guojian Testing

Technology Co., Ltd. dated 2020-05-07.

. PRS S.A. Survey report No. CW/Z0O/PPER/133/2020 dated 2020-11-10.

. Pétmaska nie jest przeznaczona do uzytkowania medycznego i chirurgicznego.

. Pétmaska nie powinna by¢ uzywana w Srodowisku o stezeniu tlenu ponizej 19.5 %.

. Pétmaska przeznaczona do uzytku podczas jednaj zmiany.

. P6tmaska oceniona zgodnie z procedurg okreslong w Zaleceniu Komisji (UE) 2020/403

z dnia 2020-03-13 oraz RfU PPE-R/02.075 wersja2.

. Dane techniczne:

- pétmaska z regulowanym klipsem na nos,

- pétmaska wykonana z 4-warstwowej widkniny z filtrem z tkaniny,
- wymiary: 160 x 110 mm,

- kolor: biaty,

- docelowa grupa uzytkowa: dorosli dla obu ptci.

. Half Mask can not be used for medical and surgical purposes.

. Half Mask should not be used in an environment with oxygen contens less then 19.5%.
. Half Mask designed for single shift use.

. Half Mask evaluated in accordance with Commission Recommendation (EU) 2020/403

dated 2020-03-13 and RfU PPE-R/02.075 version 2.

. Specifications:

- half mask with adjustable nose clip,

- half mask made with 4ply non-woven fabric with melt-blowen fabric filter,
- size: 160 x 110 mm,

- color: whijte,

- target group: unisex.

1 Niniejszy certyfikat straci wazno$¢ po wprowadzeniu zmian lub modyfikacji w wyrobie bez uprzedniego uzgodnienia z PRS.
This certificate becomes invalid after changes or modifications to the product without prior agreement with PRS.

2 Znak zgodnosci moze by¢ umieszczony na uznanym wyrobie oraz moze by¢ wystawiona deklaracja zgodnosci tylko pod warunkiem, ze tacznie z
badaniem typu UE zostanie przeprowadzona ocena zgodnosci produkcji pod nadzorem jednostki notyfikowanej, wedtug zatgcznika VIl lub VIII
wymienionego wyzej rozporzadzenia.

The Mark of Conformity may only be affixed to the above type approved product and a manufacturer’s Declaration of Conformity issued
provided the production is assessed under surveillance of a notified body according to Annex VI or VIl of the a/m Regulation.
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BM-003

EU Declaration of Conformity

REGULATION (EU) 2016/425 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 9 March 2016 on personal protective
equipment and repealing Council Directive 89/686/ EEC

This is hereby declared that following designated product complied with the essentila health and safety requirements of above
Council Directive (s) on the approximation of the laws of the Member State relating to it

MANUFACTURER: Changxing Zhiwei Clothing Materials Co, LTD
No.8 Changgiao Road, Huaxi Zone, Changxing Country, Huzhou City, Zhejiang
Province, China

PRODUCT: FOLD FLAT MASK

PRODUCT NAME: BALTIC MASKS

CLASSIFICATION: FFP2

MODEL: BM-003 (fold flat mask)

CERTIFICATE: EN149:2001+A1:2009, COVID-19 PPE-R/02,075-V2

Certificate Number:
CW/PPER/21/11/2020 ( Modeule B )

CONFORMITY ASSESSMENT PROCEDURE Certificate Number:
ACORDING TO ( EU) 2016/425, CW/PPER/22/11/2020 ( Module C2)
PPE-R02.275 VERSION2:

NOTIFIED BODY INFORMATION: Polski Rejestr Statkdw S.A(NB ID: 1463)

This declaration applies to all specimens manufactured identical to the model submitted for
evaluation. Assessment of compliance of the product with the requirements relating to safety
standartds and legal requirements listed above was performed by manufacturer.

Other relevant legal requirements for product and manufacturing have to be observed.

VILNUS, LITHUANIA, DATE 2020 11 15 CHANGXING, CHINA, DATE 2020 11 15

InSpe, Il Changxing Zhiwei Clothing Materials Co, LTD

General Manager Guy Shapira General Manager Zou Yinzhi /p
L
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/ This declaration is the responsibility of the Manufacturer

Document valid until 2021 11 15.

@SEHTIKA

b I . k InSpe, Il Address: Savanoriu 178F, 03154 Vilnius, Lithuania registration nr.: 120650387. VAT: LT206503811
www.balticmasks.com Bank: Swedbank AB  Bank code: 73000 SWIFT: HABALT22 Account: LT93 7300 0100 8585 7835
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Certficate CN20/42424. |~ -~ S =

The management system of

ShenzHen HJR Electronics
Technology Co., Ltd.

5/ F Building A3 Xinjianxing Science and Technology Industrial Park,
No. 3333 Guanggiao Avenue, Gongming Street,

Guangming New District, Shenzhen City, Guangdong Province,
518106, P.R. China

has been assessed and certified as meeting the requirements of

Regulation (EU) 2016/425

Module D

For the following activities

Manufacture of FFP2/FFP3 Protective Respirators

(Note: all products marked CE0598 must have a valid EU Type
Examination Certificates issued under Module B or a valid EC type
examination certificate lssued under Article 10 of the PPE Directive
- 89/686/EEC.)
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This certificate is valid féfom 22 October 2020 until 21 October 2023
and remains valid subject to satisfactory surveillance audits.

Re certification audit due before 6 October 2023 @
| Issue 1. Certified since 22 October 2020 FIN AS

Finnish Accreditation Service

S003 (EN ISO/IEC 17065)

Authorised by
(A (=
W\ M
SGS FIMKO QY, Notified Body 0598

Takomotie 8, FI-00380 Helsinki, Finland
t +358 9 696 361 f+358 9 692 5474 www.sgs.com

Page 1 of 1
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Certification Services accessible at www.sg! 'ms_and_conditions.him.
Attention is drawn to the limitations of liability, in if and jurisdictional
issues established therein, The authenticity of this document nwyba verified at

http:/ivevwsgs comvenicertified-clients-andsproducts/certified-client-directory.

Any unautharized alteration, forgery or falsification of the content or appearance
of this document is unlawful and offenders may be prosecuted to the fullest
1 extent of the law.

This document is issued by the Company ﬁ%};ﬁh General Conditions of
i




Certificate F120/966413

Shenzhen HJR Electronics
Technology Co., Ltd

9/ F Building A3 Xinjianxing Science and Technology Industrial Park,
No. 3333, Guanggiao Avenue,

Gongming Street,

Guangming New District,

Shenzhen City,

Guangdong Province,

China

It is certified that the manufacturer's technical file and the PPE product detailed on
page 2 have been assessed and found to be in accardance with

Regulation (EU) 2016/425

Module B, EU type-examination

This certrﬁcata‘ iE valld from 20 August 2020 until 20 August 2025

1. Certified since 20 August 2020 |

('“@_.
=L

SGS FIMKO OY, Notified Body 0598

Takomotie 8, FI-00380, Helsinki, Finlangd

t+3580696 361 f+35806925474 www.sgscom.

Page 1 of 2

A
FINAS

Finnish Accreditation Service
S003 (EN ISO/IEC 17065)




Certificate FI20/966413, continued

Shenzhen HJR Electronics
Technology Co., Ltd

Regulation (EU) 2016/425

Module B, EU type-examination

Issue 1

PPE Product

HJR (logo) HIR-CN89-01 particle filtering half mask, consisting of a white
five layer (polypropylene) disposable face mask, with nose bridge, and
polyamide/spandex ear loops.

It is certified that the manufacturer's technical file and the above mentioned
PPE have been assessed and found to meet the applicable Essential Health

and Safety Requirements in Annex Il of Regulation (EU) 2016/425 Personal
Protective Equipment

The following have been applied:

EN 149:2001+A1:2009 (Respiratory protective devices - filtering half masks
to protect against particles) device classification: FFP2 NR.

This certificate is issued on the strict condition that appropriate checks on

manufactured PPE, as detailed in Article 19 (c) of the Regulation are
implemented and maintained while the model is in production

Certification is based on technical file reference:
HJR CEO01, dated; 24 July 2020.

SGS Reference Number UK/CRS 241565.

This certificate remains the property of SGS Fimko Oy to whom it must be returned on request

Page 2 of 2
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Finnish Accreditation Service
S003 (EN ISO/IEC 17065)




w (1]
\—/ Shenzhen HIR Electronics Technology Co.,L'TD.

5 /1 Building A3 Xinjianxing Science and Technology Industrial Park, No. 3333, Guangqgiao Avenue,
Gongming Street, Guangming New District, Shenzhen City, Guangdong Province, China

EU DECLARATION OF CONFORMITY

Personal Protective Equipment:

Brand: @

Name: Particle filtering half mask

Model: HJR-CN99-01

Type: FFP2 NR

Certificate No: FI20/966413

Standard: EN149:2001+A1:2009

Manufacturer: Shenzhen HIR Electronics Technology Co.,LTD.

Address: 5/ F Building A3 Xinjianxing Science and Technology Industrial Park, No.

3333, Guanggiao Avenue, Gongming Street, Guangming New District,
Shenzhen City, Guangdong Province, China

This declararion of conformity is issued under the sole responsibility of the manufacturer:

Shenzhen HIR Electronics Technology Co.,LTD.
The object of the declaration described above is in conformity with the relevent Union harmonization
legislation: Personal Protective Equipment Regulation (EU) 2016/425.

The fulfilment of the relevant health and safety requirements set out in Annex Il has been demonstrated.
The notify body:

SGS Fimko Oy (5GS),
Takomotie 8, FI-00380 Helsinki, Finland.
Noyified Body Number:0598

performed the EU type-examination (Module B) and issued the EU type-examination certificate number
CE0598.

The PPE is subject to the conformity to type assessment procedure based on internal production control
plus supervised product checks at random intervals (Module D: Certificate CN20/42424) set out in the

Regulation (EU) 2016/425,under sury€lladcéTagthe notified body SGS Fimko Oy (SGS),Number 0598.
.;.\‘o

signed for and on behalf of:

p
g,

Name :Bob Tsai Rosition:

Date: Nov 5,2020



Certificate FI20/967675

Cangnan County Jiawei Bag
Making Factory

No.39-40, Xiangdong Village, Qian Ku Town, Cangnan County,
Wenzhou City, Zhejiang Province, China

Itis certified that the manufacturer’s technical file and the PPE product detailed on
page 2 have been assessed and found to be in accordance with

Regulation (EU) 2016/425

Module B, EU type-examination

This certificate is valid from 15 December 2020 until 15 December 2025
SGSGSGIGSGIGSGS 1. Certified since 15 December 2020

SGSGSGSGSGSGSGSE
GSGSGSGSGSGSGSGSGSESE
LGSGSGSI
GS(

GSGSLBLOL
£8GSGSESGSGSGSGSGSGSGSE

Authorised by
:A (A o8
Uno DM&-
SGS FIMKO QY, Notified Body 0598

Takomotie 8, FI-00380, Helsinki, Finland
£+358 9696 361 f+3589 6925474 www.sgs.com

Page 1 of 2

This document is issued by the Company subject to its General Conditions of
Certification Services accessible at www.sgs.comierms_and_conditions.htm.
Attention is drawn to the limitations of liability, indemnification and jurisdictional
issues therein, The authenticity of this d tmay be verified at
http://www.sgs.com/en/certified-clients-and-products/certified-client-directory.
Any unauthorized alteration, forgery or falsification of the content or appearance
of this document is unlawful and offenders may be prosecuted to the fullest
extent of the lav,

o
FINAS

Finnish Accreditation Service
S003 (EN ISO/IEC 17065)



Certificate F120/967675, continued

Cangnan County Jiawei Bag
Making Factory

Regulation (EU) 2016/425

Module B, EU type-examination

Issue 1

PPE Product

JW (logo) CNJW-2020 particle filtering half mask, consisting of a white five
layer (polypropylene/ polypropylene/ polypropylene / polypropylene /
polypropylene) disposable face mask, with nose clip and nylon/ spandex ear
loop.

Itis certified that the manufacturer's technical file and the above mentioned
PPE have been assessed and found to meet the applicable Essential Health
and Safety Requirements in Annex Il of Regulation (EU) 2016/425 Personal

Protective Equipment

The following have been applied:

EN 149:2001+A1:2009 (Respiratory protective devices - filtering half masks
to protect against particles) device classification: FFP2 NR.

This certificate is issued on the strict condition that appropriate checks on
manufactured PPE, as detailed in Article 19 (c) of the Regulation are
implemented and maintained while the model is in production

Certification is based on technical file reference:
Face mask / CNJW-2020, version1, dated: 2020-10-20.

SGS Reference Number UK/CRS 242444.

This certificate remains the property of SGS Fimko Oy to whom it must be retumed on request

Page 2 of 2

FINAS
Finnish Accreditation Service
S003 (EN ISO/IEC 17065)



Certificate F120/967675

Cangnan County Jiawei Bag
Making Factory

No.39-40, Xiangdong Village, Qian Ku Town, Cangnan County,
Wenzhou City, Zhejiang Province, China

Itis certified that the manufacturer’s technical file and the PPE product detailed on
page 2 have been assessed and found to be in accordance with

Regulation (EU) 2016/425

Module B, EU type-examination

This certificate is valid from 15 December 2020 until 15 December 2025
1. Certified since 15 December 2020

Authorised by

A (A -
Uno DAM-
SGS FIMKO QY, Notified Body 0598

Takomotie 8, FI-00380, Helsinki, Finland
t +358 9696 361 f+358 96925474 www.sgs.com

Page 1 of 2

This document is issued by the Company subject to its General Conditions of
Certification Services accessible at www.sgs.com/terms_and_conditions.htm.
Attention is drawn to the limitations of liability, indemnification and jurisdictional
issues established therein. The authenticity of this document may be verified at
http://www.sgs.com/en/certified-clients-and-products/certified-client-directory.
Any unauthorized alteration, forgery or falsification of the content or appearance
of this document is unlawful and offenders may be prosecuted to the fullest
extent of the law

FINAS

Finnish Accreditation Service
S003 (EN ISO/IEC 17065)



Certificate F120/967675, continued

Cangnan County Jiawei Bag
Making Factory

Regulation (EU) 2016/425

Module B, EU type-examination

Issue 1

PPE Product

JW (logo) CNJW-2020 particle filtering half mask, consisting of a white five
layer (polypropylene/ polypropylene/ polypropylene / polypropylene /
polypropylene) disposable face mask, with nose clip and nylon/ spandex ear
loop.

It is certified that the manufacturer's technical file and the above mentioned
PPE have been assessed and found to meet the applicable Essential Health
and Safety Requirements in Annex Il of Regulation (EU) 2016/425 Personal

Protective Equipment

The following have been applied:
EN 149:2001+A1:2009 (Respiratory protective devices - filtering half masks

to protect against particles) device classification: FFP2 NR. FIN AS

Finnish Accreditation Service
This certificate is issued on the strict condition that appropriate checks on
manufactured PPE, as detailed in Article 19 (c) of the Regulation are SRISHEN SV ER0eR)
implemented and maintained while the model is in production

Certification is based on technical file reference:
Face mask / CNJW-2020, version1, dated: 2020-10-20.

SGS Reference Number UK/CRS 242444,

This certificate remains the property of SGS Fimko Oy to whom it must be returned on request

Page 2 of 2



Page 16 of 17

Section 9

EU DECLARATION OF CONFORMITY

Manufacturer
Name: Cangnan County Jiawei Bag Making Factory

Address: No.39-40, Xiangdong Village, Qian Ku Town, Cangnan County, Wenzhou City,
Zhejiang Province, China

declares that the new PPE described hereafter

Description of products Face mask
Product style/order No CNJW-2020
Product colour and type White, Non-reusable, folded, particle filtering half mask

are in conformity with the Regulation (EU) 2016/425 and with harmonized standard
EN 149:2001 + A1:2009

SGS Fimko Oy
Takomotie 8, FI-00380 Helsinki, Finland
Notified Body No. 0598

performed the EU type-examination (Module B) and issued the EU type-examination certificate
FI????

The PPE is subject to the conformity assessment procedure conformity to type based on
internal production control plus supervised product checks at random intervals (Module C2)
under surveillance of the notified body SGS Fimko Oy, Notified Body No. 0598.

Signed for on behalf of Company
Name: YankunrXiang™-

o

Position: Genera) n’mngg;r |
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NAVOD NA POUZITIE




Skuska tesnosti

ODPORUCANIA A VAROVANIA




Hlavné mesto SR Bratislava Dynamicky nakupny systém
@ Primacidlne namestie €. 1 Vyzva €. 2 - Respirator FFP2 bez vydychového ventilu

EEEE 814 99 Bratislava

Priloha €. 2 - Navrh na plnenie kriterii

|dentifikacné udaje:

Nazov zakazKky: ,,Vyzva €. 2 - Respirator FFP2 bez vydychového ventilu*

Uchadzac: STATUS §, s.r.0.
Adresa sidla: Lipova 10927/21, 036 08 Martin, SR
1CO: 44015828

Cisto u¢tu 1BAN): [
Telefonne cislo: ]
E-mailova adresa: _@gmail.com

Ponukova cena v sulade s opisom predmetu zakazky:

Nazov Celkova cena v eur s DPH

Respirator FFP2 bez vydychového ventilu v celkovom mnoZstve 120 000

Ks 12 936,00

Cena uvedena uchadzacom obsahuje vSetky ndklady, ktoré uchadzacovi vzniknu v stvislosti

s plnenim predmetnej zdkazky. Verejny obstaravatel upozoriiuje, ze novelou 67/2020 Z. z.
ucinnou od 12.02.2021 sa na respiratory FFP3 a FFP2 zaviedla 0 (nulovd) DPH. Na zéklade
uvedeného bude celkova cena s DPH totoZna s celkovou cenou bez DPH a to bez ohP’adu na
to, ¢i uchadzac je alebo nie platite’om DPH.

Cestné vyhlasenie: Predlozenim tejto ponuky zaroveii &estne vyhlasujem, Ze postupujem v
stlade s etickym kédexom uchadza¢a vydanym Uradom pre verejné obstaravanie:

https://www.uvo.gov.sk/zaujemcauchadzac/eticky-kodex-zaujemcu-uchadzaca-54b.html

V Martine, dia 27.05.2021

or' ]
g,

konat’ za uchadzaca
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Technicky list vyrobku




Technicky list vyrobku






