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EU Declaration of Conformity
Annex IX PPE Regulation (EU) 2016/425

This EU Declaration of conformity refers to the following products:
1. Product info

Name: Particle filtering half mask

Model: HK-Z03

Classification: FFP2 NR
2. The Manufacturer's name and address is as follows:

Name: Changzhou Huankang Medical Device Co., Ltd.

Address: No.22, Changhe Road, Zhenglu Town, Tianning District, Changzhou City, Jiangsu, China
3. This Declaration of Conformity is issued under the sole responsibility of the Manufacturer.
4. Detailed description of the PPE to allow traceability/identification of the PPE.

HK-Z03

The article identified in (4) above is in conformance with the relevant Union Harmonization Legislation
Regulation (EU) 2016/425.

References to the relevant harmonized standards used, including the date of the standard, or references
to the other technical specifications, including the date of the specification, in relation to which conformity
is declared:

EN 149:2001+A1:2009

CCQS Certification Services Limited. (NB 2834) performed the EU Type Examination (Module B) and
issued the Type Examination Certificate Number: Module B

No. 'EU Type Examination (Module B) Certificate Number

1 CE-PC-200722-565-01-9A

Product Category:
X This product is Category Ill and is subject to Module C2 internal production control plus supervised
product checks at random intervals and is under the surveillance of CCQS Certification Services Limited.
(NB 2834)

[] This product is Category Il and is subject to Module D Conformity to type based on quality
assurance of the production process and is under the surveillance of CCQS Certification Services
Limited. (NB 2834) =i

Signature: Cailong Zhai Date: 12.20.2020
Company stamp and/or legal signature:




Particle Filtering Half Mask

Classification: FFP2 NR C € 2 8 3
Standard: EN 149:2001+A1:2009 4
Model: HK-Z03

Warnings
1.This mask marked “NR”, shall not be used for more than one shift.

2.Never substitute, modify, add, or omit parts in the configuration as specified by the manufacturer.

3.This mask offers protection against certain particulate contaminants but does not completely eliminate exposure

to the risk of contracting disease or infection.

4.Do not use the particle half mask with facial hair or any other conditions that may prevent a good face-seal, the
requirements of leakage will not be achieved.

5.Discard and replace the mask if:

a)The mask is removed whilst in the contaminated areas.

b)Clogging of the mask causes breathing difficulties.

c)The mask becomes damaged.

Limitation

Do not use the respirator to enter or stay in a contaminated area under the following circumstances:

1) Atmosphere contains less than 19.5% oxygen.

2) If you smell or taste contaminant.

3) For protection against gases or vapors.

4) Contaminants or their concentrations are unknown or immediately dangerous to life or health.

5) For sandblasting, paint-spray operations and asbestos treatment.

6) In explosive atmospheres.

Storage

The mask should not be removed from its package until it is required for use, and should be discarded after use.
User Instruction

1.To protect your health and to prevent serious injury or death, it is important to read and follow all the
instructions provided with the enclosed product. Please read all warning printed on the packaging box.

2.Please check prior to using to ensure: the head harness is attached well; the nose clip is attached properly

on the mask.

3.This mask must only be used with the clip in place.

Wearing&Fitting Instruction

1.Hold the particle filtering half mask firmly.
2.Place under chin and press the mask freely against your face with the nose clip on the bridge of your
nose. Pull the head harness behind the ears.

3.Using both hands, mold the nose clip to the shape of nose.

4.To check for proper fit, cup both hands over the mask and exhale vigorously. If air leaks around the nose,
tighten the nose clip, if air leaks around the edge, reposition the head harness for better fit.

5.Repeat adjustments until the mask is sealed properly.

Wanufacfurer Info

Changzhou Huankang Medical Device Co., Ltd.

Address: No.22, Changhe Road, Zhenglu Town, Tianning District, Changzhou City, Jiangsu, China
Telephone: +86-519-88909800

Post code: 213115

Notified Body Info

CCQS Certification Services Limited

Address: Block 1 Blanchardstown Corporate Park, Ballycoolin Road, Blanchardstown,

Dublin15, D15 AKK1, Ireland (NB 2834)
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emperature range of storage conditions Maximum relative humidity of storage conditions See information supplied by the manufacturer
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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:

1.

Informdcia o produkte

Ndzov: Filtra¢nd polmaska na ochranu pred ¢asticami
Model: HK-Z03

Klasifikdcia: FFP2 NR

Ndzov vyrobcu: Changzhou Huankang Medical Device Co., Ltd. 5
Adresa: 22, Changhe Road, mesto Zhenglu, okres Tianning, Changzhou City, Jiangsu, Cina

Toto vyhldsenie o zhode sa vyddva na vlastnd zodpovednost’ Vyrobcu.
Podrobny popis OOP, aby bola mozZnd jednozna¢nd identifikdcia OOP.
HK-Z03

Produkt uvedeny v bode (4) vyssie je v siilade s prislu§snym harmonizovanym pravnym Nariadenim
EU 2016/425.

Odkazy na relevantné harmonizované normy, ktoré boli vyuZivané, v¢itane dat v normdch, i
referencie na ostatné technické sprdvy, véitane ddtumov, s ktorymi sa vyhlasuje zhoda:

EN 149:2001+A1:2009

CCQS Certification Services Limited (NB 2834) vykonalo EU typové preskiiSanie — Modul B
a vydalo Certifikdt pre EU typové preskisanie — Modul B, &fslo:

Cislo Certifikat pre EU typové preskiiSanie — Modul B, &islo
1 CE-PC-200722-565-01-9A

Kategdria produktu:

Tento produkt je z kategdrie 11l a podlieha vnitornej kontrole vyroby (Modul C2), plus kontroldm
produktov s dohladom, vykondvanych v ndhodnych intervaloch aje pod dohladom CCQS
Certification Services Limited (notifikovany orgdn NB 2834)

[0 Tento produkt je z kategdrie III a podlieha kontrole podl'a Modulu D, zaloZenej na dodrZiavan{
kvality vyrobného procesu a je pod dohl'adom CCQS Certification Services Limited (notifikovany
orgdn NB 2834)

Podpis: Cailong Zhai Ddtum: 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 149:2001+A1:2009
Model: HK-Z03
Upozornenia
1. Tito masku s oznagenim ,,NR“ nemoZno pouZivat’ viac ako po dobu jednej smeny.
2. Nenahrddzajte, neupravujte, nepriddvajte ani neodstrariujte Casti prevedenia, stanovené vyrobcom.
3. Tdto maska zabezpecuje ochranu pred uréitymi kontaminantmi, ale nepredstavuje tiplnu elimindciu vystavenia sa
riziku kontaktu s ochorenim & infekciou.
4. NepouZivajte ochranni masku na ochlpenie na tvéri (bradu) alebo za inych podmienok ktoré by mohli zamedzit
dobrej pril'navosti na tvdr, inak ndroky na zabranenie presakovaniu nebudd splnené.
5. Zahodte a nahrad'te masku v pripade ak:
a.  Maska bola sniatd pri pohybe v kontaminovanych zénach.
b.  Upchatie masky spdsobuje dychacie tazkosti.
¢. Maska sa poskodila.
Obmedzenia
NepouZivajte respirdtor na vstup & pobyt v kontaminovanych zénach za podmienok uvedenych niZsie:
1. Atmosféra ma menej ako 19,5% kyslika.
Citite zdpach alebo chut’ kontaminantu.
Ako ochranu proti plynom ¢ vyparom.
Kontaminanty alebo ich koncentrécie nie st zndme, alebo predstavuji bezprostredné ohrozenie Zivota alebo
zdravia.
5. Pre pieskovanie, &innost’ so sprejovymi farbami alebo nakladanie s azbestom.
6. V explozivnom prostredi.
Skladovanie
Masku nevyberajte z balenia aZz do momentu jej pouZitia. Po pouZitf ju zahod'te.
Instrukcie pre pouZivatela
I~ Aby ste ochrdnili svoje zdravie a predisli vdZnemu zraneniu ¢ smrti, je doleZité, aby ste si precitali a dodrZiavali
vSetky inStrukcie dodané s tymto produktom. Prosim preditajte si v8etky upozornenia uvedené na baleni.
2. Prosim pred pouZivanim sa uistite &: popruhy masky pevne drZia, nosov4 svorka je riadne upevnend v maske.
3. Tito masku je moZné pouZivat len s nosovou svorkou.

BN

InStrukcie pre nosenie a upevnenie

1. Popruhy masky pevne drite.

2. Masku umiestnite pod bradu a pomaly pritld¢ajte masku k tvdri, s nosovou svorkou ku koreiiu nosa. Popruhy
masky natiahnite za usi .

3. PouZitfm oboch rik vytvarujte nosovi svorku podla tvaru nosa.

4. Kontrolu sprdvneho nasadenia prevediete tak, 7 dlane oboch rik poloZite na masku a silno vydychnete. Ak dojde
k prieniku vzduchu okolo nosa, upevnite nosovi svorku, ak vzduch preniké po okrajoch, upravte popruhy masky,
aby lepsie sedeli.

5. Opakujte a7z kym maska riadne tesni.

Informécie o vyrobcovi

Changzhou Huankang Medical Device Co., Ltd.

Adresa: 22, Changhe Road, mesto Zhenglu, okres Tianning, Changzhou City, Jiangsu, Cina
Telefon: +86-519-88909800

PSC 213115

Informdcie o Notifikovanom orgdne

CCQS Certification Services Limited

Adresa: Block 1 Blanchardstown Corporate Park, Ballycoolin Road, Blanchardstown,
Dublinl5, D15 AKK1, Ireland (NB 2834)
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Tepelny rozsah podmienok skladovania Maximélna relativna vlhkost’ podmienok skladovania  Vid informdcie od vyrobcu



Prekladatel'skd dolozka

Prekladatel'sky tkon som vykonala (overila) ako prekladatel’ka 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 prekladatel'ského dennika ¢. 1/2021, pod ¢&islom
202100242152 v elektronickom denniku prekladatela.

Za prekladatel'sky Gkon a vzniknuté naklady UCtujem 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







