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Certificate of Module C2 production monitoring for
equipment within the scope of Personal Protective
Equipment Regulation (EU) 2016/425 Category lll

FPC Certificate No.: CE-PC-200722-565-FPC-A

Certificate Changzhou Huankang Medical Device Co., Ltd.

holder: No.22, Changhe Road, Zhenglu Town, Tianning District, Changzhou
City, Jiangsu, China

Manufacturing No.22, Changhe Road, Zhenglu Town, Tianning District, Changzhou

location: City, Jiangsu, China

The scope of the The manufacture of respiratory protective device

certification for: See annex for articles covered by this certificate

Validity from: 2020-08-27

Revision date: 2020-08-27

To: 2021-08-26

CCQS Certification Services Limited in its role as a Notified Body for PPE Regulation, is monitoring that the
manufacturer is producing PPE in conformity with the type described in the EU type-examination certificate and
associated technical file and which satisfies the Essential Health and Safety Requirements of the Regulation.

The equipment covered by this certificate is listed in the accompanying schedule. This certificate is not complete and
has no validity without the accompanying schedule and revision index.

The manufacturer is hereby authorized to affix our Notified Body number, 2834, to each item of PPE mentioned in the
schedule which accompanies this certificate whilst this certificate remains valid.

This certificate and the accompanying schedule remain the property of CCQS and maybe withdrawn or revised at
any time if CCQS considers that the equipment is no longer in conformity with the requirements of the Regulation.
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Approvedby: * X % O
Approved by Ireland Yool 4 * \
Government AL o X \
as a Notified Body / ///f/ﬁy m—
for CE Marking No.2834 AW, * /

CCQS Certification Services Limited
Block 1 Blanchardstown Corporate Park, Ballycoolin Road, Blanchardstown, Dublin15,

D15 AKK1, Ireland

Tel: +00 353 1 588 6920  Website: www.ccgs.co.uk E-mail: verify@ccas.ie Page 1 0of 2

If in any doubt about the integrity of this certificate, please contact CCQS by email to verify. (Fm 220-015, Rev.2)

Owen B| a‘-‘ @{lﬁ ca/\\o/
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Schedule of Module C2 production monitoring for

equipment within the scope of Personal Protective
Equipment Regulation (EU) 2016/425 Category lli

This schedule has no validity without the accompanying certificate-

This schedule and the accompanying certificate remain the pr ~O;r S and
maybe withdrawn or revised at any time if CCQS considers that thake Quidme¥is no
longer in conformity with the requirements of the Regulation. w
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CCQS Certification Services Limited

Block 1 Blanchardstown Corporate Park, Ballycoolin Road, Blanchardstown, Dublin15,
D15 AKK1, Ireland

Tel: +00 353 1 588 6920  Website: www.ccgs.co.uk E-mail: verify@ccgs.ie Page 2 of 2
If in any doubt about the integrity of this certificate, please contact CCQS by email to verify. (Fm 220-015 Rev.2)
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Certifikat Modulu C2 — kontrola vyroby v rozsahu Nariadenia
2016/425 o Osobnych ochrannych pomockach kategérie II1

Cislo certifikdtu: CE-PC-200722-565-FPC-A

Drzitel certifikatu: Changzhou Huankang Medical Device Co., Ltd.
22, Changhe Road, mesto Zhenglu, okres Tianning, Changzhou City,
Jiangsu, Cina

Miesto vyroby: 22, Changhe Road, mesto Zhenglu, okres Tianning, Changzhou City,

Jiangsu, Cina

Rozsah certifikacie za i¢elom: Vyroby respiraénej ochrannej pomocky
Pre rozsah ¢ldnkov pokryvanych tymto certifikdtom vid' prilohu.

Datum vydania: 27.08.2020
Datum revizie: 27.08.2020
Datum exspiracie: 26.08.2021

CCQS Certification Services Limited, konajdci ako Notifikovany orgdn pre Nariadenie o osobnych
ochrannych pomdckach (OOP), monitoruje dodrZiavanie podmienok vyroby OOP v zhode s typom
uvedenym v EU certifikdte o typovom preskusani, so suvisiacou technickou spravou ako aj to, ¢i su splnené
vztahujice sa poZiadavky na ochranu zdravia a bezpe¢nosti podla tohto Nariadenia.

Pomdcka, ktorej sa dany certifikdt tyka, je uvedend v sprievodnej tabul’ke. Certifikdt nie je moZné povazovat’
za celistvy a je teda neplatny, ak nie je pripojend sprievodnd tabul’ka a revizny zdznam.

Vyrobcovi sa tymto udel'uje oprdvnenie upevnit’ ¢islo nd$ho Notifikovaného orgdnu 2834, na kazdy kus OOP
uvedeny v tabulke, ktord je prilohou tohto certifikdtu, poCas celej doby platnosti certifikdtu.

Tento certifikdt a sprievodnd tabul’ka su vlastnictvom CCQS a m6Zu byt kedykol'vek odobraté v pripade
zistenia, Ze pomdcka uZ viac nie je v zhode s poZiadavkami Nariadenia.

Schvdlené Viddou {rskej
Republiky - Notifikovanym
Orgdnom pre CE znacenie

v

C. 2834

Schvdlil:

necitatel’'ny podpis

Owen Bian — riaditel’

Odtlacok okriihlej peciatky, text:
CCQS Certification - [rsko

CCQS Certification Services Limited

Block 1 Blanchardstown Corporate Park, Ballycoolin Road, Blanchardstown, Dublin 15,

D15 AKK1, [rsko

Tel: +00 353 1 588 6920 www.ccgs.co.uk verify@ccgs.ie Strana 1z 2
V pripade pochybnosti o pravosti tohto certifikdtu kontaktujte CCQS emailom. (Fm 220-015, Rev 2)
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Tabul’ka Modulu C2 - kontrola vyroby v rozsahu Nariadenia
2016/425 o Osobnych ochrannych pomockach kategorie IIT

Tabul'ka ku CCQS FPC certifikatu &.: CE-PC-200629-521-FPC-B

Suvisiace normy a Specifikacia:

EN 149:2001+A1:2009
Ochranné respiracné zariadenia — filtracné polmasky na ochranu pred Casticami — PoZiadavky, testovanie,
znacenie

Odtlacok okriihlej peciatky, text:
CCQS Certification - Irsko

Tdto tabul’ka nie je platnd bez sprievodného certifikdtu.
Tdto tabulka a sprievodny certifikdt su vlastnictvom CCQS amoé7Zu byt kedykol'vek odobraté alebo
revidované v pripade zistenia CCQS, Ze pomdcka uZ viac nie je v zhode s poZiadavkami Nariadenia.

CCQS Certification Services Limited

Block 1 Blanchardstown Corporate Park, Ballycoolin Road, Blanchardstown, Dublin 15,

D15 AKKI1, [rsko

Tel: +00 353 1 588 6920 www.ccas.co.uk verify@ccgs.ie Strana2z2
V pripade pochybnosti o pravosti tohto certifikdtu kontaktujte CCQS emailom. (Fm 220-015, Rev 2)
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Prekladatel’sk4 dolozka

Prekladatel'sky tkon som vykonala (overila) ako prekladatel’ka zapisanid v zozname
znalcov, tlmoc¢nikov a prekladatelov vedenom Ministerstvom spravodlivosti Slovenskej
republiky pod evidenénym ¢&islom 971097 zo diia 31.03.2011 pre anglicky jazyk. Som si
vedoma nasledkov vedome nepravdivého prekladu.

Preklad sthlasi s textom pripojenych listin, prekladatel'sky tukon je zapisany pod
poradovym ¢&islom 06/2021 rok 2021 prekladatel'ského dennika ¢. 1/2021, pod &islom
202100242056 v elektronickom denniku prekladatela.

Za prekladatel'sky tkon a vzniknuté naklady Gctujem podla vyhlasky 491/2004,
vyuctovanie ¢. 04/2021.

V Senci, diia 27.01.2021

Translation Clause

[ have executed (verified) the translation act as a translator for English language registered
in the List of Experts, Interpreters and Translators of the Ministry of Justice of the Slovak
Republic under registration number 971097 as of March 31st, 2011. I am aware of the
consequences of making a false translation.

The translation corresponds to the text of the enclosed documents; the translation act is
registered under number 06/2021 of the year 2021 in the translator's diary number 1/2021,
and under number 202100242056 in the electronic translator's diary.

The translation act and costs incurred are charged according to Regulation No. 491/2004,
statement number 04/2021.

Senec, January 27, 2021
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CE 2834




Hlavné mesto SR Bratislava Dynamicky nakupny systém
B Primacialne namestie ¢. 1 Vyzva €. 2 - Respirator FFP2 bez vydychového ventilu

EEEE 814 99 Bratislava

Priloha €. 2 - Navrh na plnenie kriterii

ldentifikacne Udaje:

Nazov zakazky: ,.Vyzva ¢. 2 - Respirator FFP2 bez vydychového ventilu*

Uchadzaé: Gekkon s.r.o.
Adresa sidla: Rybni¢na 30, 831 07 Bratislava
ICO: 35789 719

Telefonne &isio: | N RRRRRR

E-mailova adresa: -@gekkon.sk

Ponukovd 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 9 600,00

Cena uvedena uchadzacom obsahuje vSetky naklady, ktoré uchadzacovi vzniknd v shvislosti
s plnenim predmetnej zékazky. Verejny obstaravatel’ upozoriuje, ze novelou 67/2020 Z. z. t¢innou
od 12.02.2021 sa na respiratory FFP3 a FFP2 zaviedla 0 (nulovd) DPH. Na zaklade uvedeného bude
celkova cena s DPH totozna s celkovou cenou bez DPH a to bez ohl’adu na to, ¢i uchadzac je
alebo nie platite’om DPH.

Cestné vyhlasenie: Predlozenim tejto ponuky zaroveri éestne vyhlasujem, Ze postupujem v sulade
s etickym kédexom uchadzada vydanym Uradom pre verejné obstaravanie:

https://www.uvo.eov.sk/zauiemeauchadzac/etickv-kodex-zaujemeu-uchadzaca-34b. him!

V Bratislave dia 9 § -05- 201
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Zadavatel’/client: Gekkon s.r.o.

PREKLAD ¢islo/translation no.: 05/2021
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Module B EU Type-Examination Certificate

For the requirements of PPE Regulation 2016/425
Certificate No.: CE-PC-200722-565-01-9A

Certificate Changzhou Huankang Medical Device Co., Ltd.

holder: No.22, Changhe Road, Zhenglu Town, Tianning District, Changzhou
City, Jiangsu, China

Product: Particle Filtering Half Mask
Detailed product description listed in the Annex

Model(s): HK-Z03

Standard(s): EN 149:2001+A1:2009

Respiratory protective devices - Filtering half masks to protect against
particles - Requirements, testing, marking

Issue date: 2020-08-27
Revision date: 2020-08-27
Expiry date: 2021-08-26

The product(s) on this certificate and the Technical File have been assessed and found to be in
conformance with the applicable Essential Health and Safety Requirements in Annex Il of the
PPE regulation 2016/425. °

Any changes to the design, manufacturing location or manufacture of the PPE product certified
here must be advised to CCQS Certification Services Limited for review.

CE marking shall not be applied until the requirements of all the PPE Regulation 2016/425 and
relevant EN Harmonised standards and/or Technical specifications have been met.

If the certified product is Category Ill then this certificate is only valid if used in conjunction with
Conformity Assessment against Module C2 or Module D.

This certificate remains the property of CCQS and maybe withdrawn at any time if it is
considered that the equipment is no longer in conformity with the requirements of the PPE
Regulation 2016/425.

QS, 'Ee/,,
% X % oo' |
Approved by Ireland App;q(y 4 /b* x
Government a8y’ Y= '— * |
as a Notified Body - ///’/% %
for CE Marking No.2834 VAR

ACCREDITED.
'PRODUCT CERTIFICATION

s @P}l ﬂca\\g
CCQsS Certification Services Limited B
Block 1 Blanchardstown Corporate Park, Ballycoolin Road, Blanchardstown, Dublin15,
D15 AKK1, Ireland
Tel: +00 353 1 588 6920  Website: www.ccqs.co.uk E-mail: verify@ccgs.ie Page 10of 2
If in any doubt about the integrity of this certificate, please contact CCQS by email to verify. (Fm 220-017, Rev.2)
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Module B EU Type-Examination Certificate

Annex

For the requirements of PPE Regulation 2016/425
Certificate No.: CE-PC-200722-565-01-9A

Applicable standards and specification:

EN 149:2001+A1:2009 Respiratory protective devices - Filtering half masks to protect

against particles - Requirements, testing, marking

*‘—*
* *
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CCQS Certification Services Limited
Block 1 Blanchardstown Corporate Park, Ballycoolin Road, Blanchardstown, Dublin15,
D15 AKK1, Ireland

Tel: +00 353 1 588 6920  Website: www.ccgs.co.uk E-mail: verify@ccqgs.ie
If in any doubt about the integrity of this certificate, please contact CCQS by email to verify.

Page 2 of 2
(Fm 220-017, Rev.?)
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CERTIFIKAT EU - PRESKUSANIE TYPU - MODUL B

V sulade s poZiadavkami Nariadenia 2016/425 o OOP (Osobnych ochrannych pomdckach)
Cislo certifikdtu: CE-PC-200722-565-01-9A

Drzitel’ certifikatu: Changzhou Huankang Medical Device Co., Ltd.
22, Changhe Road, mesto Zhenglu, okres Tianning, Changzhou City,
Jiangsu, Cina

Produkt: Filtra¢na polmaska na ochranu pred ¢asticami
Podrobny popis produktu je uvedeny v Prilohe

Model (Modely): HK-Z03

Norma (Normy): EN 149:2001+A1:2009
Ochranné respira¢né zariadenia — filtrané polmasky na ochranu pred
Casticami — PoZiadavky, testovanie, znacenie

Datum vydania: 27.08.2020
Datum revizie: 27.08.2020
Datum exspiracie: 26.08.2021

Produkt (produkty) uvedené v tomto certifikdte a jeho technickej sprdve boli postdené a bolo u nich
preukdzané dodrZanie prislu§nych vztahujicich sa poZiadaviek na ochranu zdravia a bezpenosti,
uvedenych v Prilohe II Nariadenia EU 2016/425 o Osobnych ochrannych pomdckach.

Akékol'vek zmeny v dizajne, mieste vyroby, alebo vyrobe osobnej ochrannej pomdcky certifikovanej
v tomto dokumente, musia byt’ spolo¢nosti CCQS Certification Services Limited predloZené na preskimanie.
Znacenie CE nie je moZné udelit’ v pripade ak nebudd splnené poZiadavky Nariadenia 2016/245 a prislune;j
EN harmonizovanej normy a/alebo technickych poZiadaviek.

V pripade, ak je certifikovany produkt kategérie III, predmetny certifikdt je platny len v kombindcii
s Vyhldsenim o zhode podl'a Modulu C2 alebo Modulu D.

Tento certifikdt je vlastnictvom CCQS a mdZe byt kedykol'vek odobraty v pripade zistenia, Ze pomdcka uZ
viac nie je v zhode s poZiadavkami Nariadenia 2016/425 o Osobnych ochrannych pomdckach.

Schvdlené Vlddou Irskej
Republiky - Notifikovanym
Orgdnom pre CE znadenie

v

C. 2834

Schvdlil:

necitatel'ny podpis

Owen Bian - riaditel’

Odtlacok okriihlej peciatky, text:
CCQS Certification - Irsko

CCQS Certification Services Limited

Block 1 Blanchardstown Corporate Park, Ballycoolin Road, Blanchardstown, Dublin 15,

D15 AKK1, Irsko

Tel: +00 353 1 588 6920 WWW.CCGSs.Cco.uk verify@ccgs.ie Strana 1z 2

V pripade pochybnostf o pravosti tohto certifikdtu kontaktujte CCQS emailom. (Fm 220-017,Rev .2)



CERTIFIKAT EU - PRESKUSANIE TYPU — MODUL B

PRILOHA

V siilade s poZiadavkami Nariadenia o OOP (Osobnych ochrannych poméckach) 2016/425
Cislo certifikdtu: CE-PC-200722-565-01-9A
Suvisiace normy a $pecifikacia:
EN 149:2001+A1:2009

Ochranné respira¢né zariadenia — filtradné polmasky na ochranu pred &asticami — PoZiadavky, testovanie,
znacenie

Odtlacok okriihlej pecv/iatky, text:
CCQS Certification - Irsko

CCQS Certification Services Limited

Block 1 Blanchardstown Corporate Park, Ballycoolin Road, Blanchardstown, Dublin 13,

D15 AKK1, [rsko

Tel: +00 353 1 588 6920 WWw.ccqs.co.uk verify @ccgs.ie Strana 2z 2
V pripade pochybnosti o pravosti tohto certifikétu kontaktujte CCQS emailom. (Fm 220-017, Rev 2)




Prekladatel’sk4 dolozka

Prekladatel'sky tkon som vykonala (overila) ako prekladatel’ka zapisand v zozname
znalcov, tlmoc¢nikov a prekladatelov vedenom Ministerstvom spravodlivosti Slovenskej
republiky pod evidenénym &islom 971097 zo diia 31.03.2011 pre anglicky jazyk. Som si
vedoma nésledkov vedome nepravdivého prekladu.

Preklad sthlasi s textom pripojenych listin, prekladatel'sky tkon je zapisany pod
poradovym ¢islom 05/2021 rok 2021 prekladatel'ského dennika &. 1/2021, pod ¢&islom
202100242045 v elektronickom denniku prekladatela.

Za prekladatel'sky tkon a vzniknuté néaklady G¢tujem podla vyhlasky 491/2004,
vyuctovanie ¢. 04/2021.

V Senci, diia 27.01.2021

Translation Clause

[ have executed (verified) the translation act as a translator for English language registered
in the List of Experts, Interpreters and Translators of the Ministry of Justice of the Slovak
Republic under registration number 971097 as of March 31st, 2011. I am aware of the
consequences of making a false translation.

The translation corresponds to the text of the enclosed documents; the translation act is
registered under number 05/2021 of the year 2021 in the translator's diary number 1/2021,
and under number 202100242045 in the electronic translator's diary.

The translation act and costs incurred are charged according to Regulation No. 491/2004,
statement number 04/2021.

Senec, January 27, 2021
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Prekladatel’/translator: Ing. Janka Z4csikova
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EU Declaration of Conformity




Particle Filtering Half Mask




PREKLAD Z ANGLICKEHO DO SLOVENSKEHO JAZYKA

EU Vyhlasenie o zhode
Priloha IX Nariadenia EU 2016/425 o Osobnych ochrannych
pomockach (OOP)

Toto EU Vyhldsenie o zhode sa vztahuje na niZsie uvedené produkty:

-

¢
%

kvality vyrobného procesu a je pod dohl'adom CCQS Certification Services Limited (notifikovany
orgdn NB 2834)

Podpis: Cailong Zhai Dédtum: 20.12.2020

Odtlacok peciatky spolo¢nosti a/alebo podpis Statutdra: necitatel'ny podpis, odtlacok peciatky, text
Changzhou Huankang Medical Device Co., Ltd.



Filtra¢na polmaska na ochranu pred ¢asticami

Klasifikdcia: FFP2 NR C € 2 8 3 4

Norma: EN 149:20014+A 1:2009
Model: HK-Z03

Tepelny rozsah podmienok skladovania Maximalna relativna vlhkost’ podmienok skladovania Vid informécie od vyrobcu




=

Prekladatel’skd dolozka

Prekladatel'sky tkon som vykonala (overila) ako prekladatelka zapisand v zozname
znalcov, tlmoénikov a prekladatelov vedenom Ministerstvom spravodlivosti Slovenskej
republiky pod evidenénym ¢&islom 971097 zo diia 31.03.2011 pre anglicky jazyk. Som si
vedomé nésledkov vedome nepravdivého prekladu.

Preklad sthlasi s textom pripojenych listin, prekladatel'sky tkon je zapisany pod
poradovym ¢islom 07/2021 rok 2021 prekladatelského dennika &. 1/2021, pod ¢&islom
202100242152 v elektronickom denniku prekladatela.

Za prekladatel'sky Gkon a vzniknuté naklady G¢tujem podla vyhlasky 491/2004,
vyuctovanie €. 04/2021.

V Senci, diia 27.01.2021

Translation Clause

I have executed (verified) the translation act as a translator for English language registered
in the List of Experts, Interpreters and Translators of the Ministry of Justice of the Slovak
Republic under registration number 971097 as of March 31st, 2011. I am aware of the
consequences of making a false translation.

The translation corresponds to the text of the enclosed documents; the translation act is
registered under number 07/2021 of the year 2021 in the translator's diary number 1/2021,
and under number 202100242152 in the electronic translator's diary.

The translation act and costs incurred are charged according to Regulation No. 491/2004,
statement number 04/2021.

Senec, January 27, 2021









