Kdpna zmluva ¢. 220224366_Z

uzatvorend v zmysle §409 a nasl. Obchodného zdkonnika

l. Zmluvné strany

1.1 Objednavatel:

Obchodné meno: Stredna zdravotnicka Skola, Farska 23, Nitra
Sidlo: Farska 23, 95050 Nitra, Slovenska republika
ICO: 00607321

DIC: 2021269591

IC DPH: 0

Bankové spojenie: IBAN: 0

Telefén: 0903520891

1.2 Dodavatel

Obchodné meno: PharmaComp s.r.o.

Sidlo: Bystricka 901, 96681 Zarnovica, Slovenska republika
ICO: 47358203

DIC: 2023838036

IC DPH: SK2023838036

Bankové spojenie: IBAN: SK69 0200 0000 0031 7368 1856

Telefén: 0903882293

Il. Predmet zmluvy

2.1 VSeobecna Specifikacia predmetu Zmluvy:

Nazov: OOPP - respiratory FFP2 a ochranné ruska
Klacové slova: respiratory, OOPP, FFP2, ochranné ruska
CPV: 33140000-3 - Zdravotnicky spotrebny material; 35113400-3 - Ochranné a bezpecnostné

odevy; 35113410-6 - Odevy na biologicku alebo chemicku ochranu; 60000000-8 -
Dopravné sluzby (bez prepravy odpadu)

Druhly: Tovar; Sluzba
2.2 Funkéna a technicka $pecifikacia predmetu Zmluvy:

Zoznam poloZiek:
1. Respirator FFP2 bez vydychového ventilu
2. ochranné ruska

Polozka ¢. 1: Respirator FFP2 bez vydychového ventilu

filtracné polomasky na ochranu dychacich organov pred ¢asticami

velkost univerzalna
material zhotovena z filtraéného materialu
material tvarovatelny, aby maska dobre priliehala k tvéari a pokryvala nos,

bradu a Usta

material pri styku s pokozkou nesmie vyvolavat podrazdenie

poskytuje primerané utesnenie tvare pouzivatefa od okolitého

pri pohybe hlavy prostredia
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zorné pole musi byt zachované dostato¢né zorné pole obsluhy
. s gumickami na uchytenie okolo usi,aby masku pevne udrziavali v
uchytenie spravnej polohe
pouzitie jednorazové
oznacenie triedy musi byt priamo na vyrobku: FFP2 NR
balenie hygienicky zabalené tak, aby bolo eliminované mechanické
poskodenie alebo znecistenie vyrobku
najmensie obchodné balenie musi obsahovat navod na obsluhu masky
najmensie obchodné balenie méze obsahovat od 1 do 20 kusov
norma vyhovujuce technickej norme EN 149+A1: 2001
oznacenie oznacenie normou EN 149+A1: 2001 musi byt priamo na vyrobku
. oznacené znackou CE + Cislom notifikovanej osoby (musi byt
oznacenie priamo na vyrobku)
Polozka €. 2: ochranné ruska

filtra¢né polomasky na ochranu dychacich organov pred ¢asticami

s S R N R

Troj vrstvové jednorazoveé tvarove rusko s elastickymi gumickami

material, pouzitie na upevnenie za usi a nosovym tesniacim pasikom kopirujucim
tvar nosa.

norma Spifa poziadavku normy EN 14683:2019+AC:2019 zdravotnicky
prostriedok triedy |, klasifikacia Il.

velkost univerzalna

balenie hygienické

23 Osobitné poziadavky na pinenie:

Vratane dopravy na miesto plnenia

Pozadujeme zadat jednotkovu cenu s DPH za tovar zaokrihleni maximalne na dve desatinné miesta.

Pozaduje sa predlozit podrobny aktualizovany rozpocet do 7 dni od uzavretia zmluvy

Predavajuci sa zaru€uje za kvalitu a Uplnost dodavky tovaru

Kupujuci je opravneny odmietnut prevzatie tovaru v pripade ak tovar nespliiia kvalitativne poZiadavky

Faktura musi obsahovat Cislo objednavky a vSetky nalezitosti stanovené platnymi pravnymi predpismi. V pripade Ze to tak
nebude, kupujuci vrati predavajucemu fakturu za uéelom opravy a doba splatnosti za¢ne plynut az po doruéeni opravenej
faktury

Lehota splatnosti faktury je 21 dni od dorucenia

Predavajuci zodpoveda za kvalitu dodaného tovaru podfa platnych technickych noriem, pocas zaruénej doby v trvani 12 resp.
24 mesiacov, ktora zacina plynut odo dia dodania tovaru kupujucemu

Kupujuci si vyhradzuje pravo na odstupenie od zmluvy ak: 1.nebude dodrZzana kvalita tovaru, 2.nebude dodrZzana lehota
dodania tovaru, 3.nebude dodrzana cena a mnozstvo objednaného tovaru

Predmet zmluvy bude v priebehu platnosti zmluvy realizovany plneniami stran v rozsahu podla potrieb objednavatela pri
zachovani postupu a podmienok dohodnutych v tejto zmluve, ktorymi su zmluvné strany viazané. Predavajuci sa zavazuje
dodavat predmet kipy uvedeny v technickej Specifikacii tejto zmluvy spolo¢ne s dokladmi, ktoré su potrebné na prevzatie a
uzivanie predmetu kupy a ktorymi su dodaci list so zakladnymi udajmi o dodavke, s oznacenim obalového materialu v
slovenskom jazyku.
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Cena za dodanie predmetu kupy je stanovena v zmysle zakona &. 18/1996 Z.z. o cenach v zneni neskorSich predpisov a
vyhlasky Ministerstva financii SR €. 87/1996 Z.z. v zneni neskorSich predpisov, ktorou sa vykonava zakon &. 18/1996 Z.z. o
cenach. Celkova cena predmetu zakazky/zmluvy a cena za danu poloZku obsahuje vSetky naklady dodavatela spojené s
plnenim predmetu uvedeného v €asti Technicka Specifikacia predmetu zakazky/zmluvy (doprava na miesto plnenia, vykladka v
mieste plnenia, odstrafiovanie uznanych vad pocas zaruénej doby) a tiez vSetky dane, cla, poplatky -(pokra¢ovanie v nasl.
riadku)

Dodavatel je povinny dodat tovar podla tejto zmluvy novy , ktory je certifikovany a schvaleny na dovoz a predaj v Slovenskej
republike, resp. v Eurépskej Unii a bude vyhovovat platnym medzinarodnym normam, STN a vS§eobecne zavaznym pravnym
predpisom.. Tovar nesmie byt pred dodanim pouzivany, opotrebovany, ani inym spdsobom &iasto€ne alebo Uplne
znehodnoteny vo svojich technickych a/alebo materialovych vlastnostiach. Tovar nesmie pochadzat' z vystav alebo byt pred
dodanim vystavovany v obchodnych prevadzkach.

Pokial z Technickej Specifikacie predmetu zakazky/zmluvy vyplyva priame alebo nepriame oznacenie vyrobku alebo vyrobcu,
vyrobny postup, znacka, obchodny nazov, patent alebo typ, objednavatel v takom pripade pripusti ekvivalentné
plnenie/rieSenie, za ktoré bude povazovat vyrobok rovnakych alebo vysSich parametrov. Dodavatel je povinny objednavatelovi
riadne preukazat parametre ekvivalentného pinenia.

Dodavatel je povinny na vyziadanie predlozit Objednavatelovi kopiu opravnenia na poskytovanie plnenia, ktoré je predmetom
uzatvorenej Zmluvy (Uradne overenu) do 3 dni pracovnych dni po uzavreti Zmluvy.

Termin dodania tovaru je povinny ohlasit Objednavatelovi defi vopred. Dodanie je mozné vykonat len v pracovné dni od 08.00
h do 14.00 h.

Dodavatel je povinny dodat spolu s tovarom karty bezpec&nostnych tdajov v sulade s prisluSnymi pravnymi predpismi.

Nazov Upresnenie

2.4 Prilohy opisného formulara Zmluvy:

Popis Nazov suboru

lll. Zmluvné podmienky

3.1 Miesto plnenia Zmluvy:

Stat: Slovenska republika
Kraj: Nitriansky

Okres: Nitra

Obec: Nitra

Ulica: Farska 23

3.2 Cas / lehota plnenia zmluvy:
23.05.2022 09:33:00 - 27.05.2022 09:33:00

3.3 Dodavané mnozstvo/ rozsah zmluvného plnenia:

Jednotka: subor
Pozadované mnozstvo: 1,0000

3.4 Prava a povinnosti zmluvnych stran podla tejto Zmluvy sa spravuju Obchodnymi podmienkami elektronickej platformy
verzia 1.1, uc¢inna odo dna 14.4.2022 , ktoré tvoria neoddelitefnu prilohu tejto Zmluvy.

IV. Zmluvna cena
4.1 Celkova cena predmetu Zmluvy bez DPH: 75,00 EUR
42 Sadzba DPH: 20,00
4.3 Celkova cena predmetu Zmluvy vratane DPH: 90,00 EUR

V. Zaverec¢né ustanovenia

5.1 Tato Zmluva bola uzavretd automatizovanym sp6sobom v ramci Elektronického kontraktaéného systému a v zmysle
Obchodnych podmienok elektronickej platformy verzia 1.1, G¢inna odo dfia 14.04.2022, ktoré tvoria jej prilohu &. 1.
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5.2

5.3

5.4

5.5

5.6

Tato Zmluva nadobuda platnost driom jej uzavretia a ic¢innost za podmienok definovanych v Obchodnych
podmienkach elektronickej platformy uvedenych v bode 5.1 tejto zmluvy.

Tato Zmluva vratane jej priloh predstavuje uplnd dohodu zmluvnych stran o jej predmete. VedlajSie dohody k tejto
zmluve neexistuju.

Tato Zmluva je vyhotovena v elektronickej podobe v Styroch vyhotoveniach, po jednom pre kazdu zmluvnu stranu,
jedno vyhotovenie bude zaslané na zverejnenie v Centralnom registri zmliv Uradu vlady Slovenskej republiky a jedno
bude zverejnené v Centralnom registri zmluv Trhoviska.

Tuto Zmluvu bude mozné menit a doplifiat za podmienok stanovenych prislu§nymi véeobecne zavaznymi pravnymi
predpismi len vo forme pisomného a Cislovaneho dodatku podpisaného oboma zmluvnymi stranami.

Tato Zmluva ma nasledovné prilohy:
Priloha €.1 Obchodné podmienky elektronickej platformy verzia 1.1, u¢inna odo dfia 14.04.2022,
https://portal.eks.sk/SpravaOpet/Opet/VerejnyDetail/

Priloha €.2 Vlastny navrh plnenia zakazky 220224366

V Bratislave, dna 10.05.2022 11:34:03

Objednavatel:
Stredna zdravotnicka Skola, Farska 23, Nitra
konajuci prostrednictvom osoby poverenej zastupovat Objednavatela v ramci elektronického trhoviska

Dodavatel:
PharmaComp s.r.o.
konajuci prostrednictvom osoby poverenej zastupovat Dodavatela v ramci elektronického trhoviska
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Vlastny navrh plnenia zakazky 220224366

Zakazka

Identifikator 220224366

Nazov zakazky OOPRP - respiratory FFP2 a ochranné ruska

Verejny detail zakazky https://portal.eks.sk/SpravaZakaziek/Zakazky/Detail/323464
Dodavatel

Obchodny nazov PharmaComp s.r.o.

ICO 47358203

Sidlo Bystricka 901, Zarnovica, 96681, Slovenska republika
Datum a Cas predlozZenia 10.5.2022 7:16:30

Hash obsahu navrhu pinenia E+RWu/I6wblJTBalOrHs2Bbzt14//WEUkotsSDjDCe8=

Vlastny navrh plnenia

Respirator FFP2
Polozka 1 bez vydychového
ventilu

Dodavatelom uvedeny popis vlastného navrhu pinenia:

Respirator FFP2 bez vydychového ventilu , univerzalna velkost, zhotovena z filiraéného materialu,
material tvarovatelny, aby maska dobre priliehala k tvari a pokryvala nos, bradu a usta, s gumi¢kami na
uchytenie okolo usi,

jednorazové pouzitie, FFP2 NR, hygienicky zabalené tak, aby bolo eliminované mechanické
poskodenie alebo znecistenie vyrobku 1 ks samostatne zabaleny, 30Is v baleni, model HK-Z03

Prilohy:

CE PC 200722-565-01-9A Huankang issued.pdf (CE)
FFP2 navod na pouzitie.pdf (Navod na pouzitie)
Osvedc¢enie modul C2.pdf (Osved&enie modul C2)
polomaska balenie.pdf (Balenie)

polomaska vyhlasenie o zhode.pdf (Vyhlasenie o zhode)

ochranné

Polozka 2 e
rauska

Dodévatelom uvedeny popis vlastného navrhu pinenia:

Troj vrstvové jednorazové tvaroveé rusko s elastickymi gumi¢kami na upevnenie za usi a nosovym
tesniacim pasikom kopirujucim tvar nosa. znacky KING FA, typ IIR

Spina poziadavku normy EN 14683:2019+AC:2019 zdravotnicky prostriedok triedy I, klasifikacia Il.
univerzalna velkost,

hygienicky balené, modré, 50ks v baleni

Prilohy:
£ OTyp2R.pdf (certifikat)








MEDICAL SURGICAL
MASK(CE)
EN14683:2019+AC:2019
TYPE IIR

KF-B PO1(R)

MORE
PROTECTIVE

MGRE 4
COMFORTABLE &

™








IKINGFA
T AR

KINGFA INTRODUCTION
Established in 1993

Research, production and sales of

advanced polymer materials

Listed on Shanghai Stock Exchange
in 2004

Over 6500 employees

Annual production capacity exceeds

2 million tons

WITHIN 27 YEARS OF DEVELOPMENT
KINGFA REALIZED:

Company
4 Founders Employees
20 Thousand Billion Total
CNY Capital Assets(CNY)
1 Small Workshop Subsidiary
Companies

0 CNY Sales Billion Sales (CNY)







KF-B PO1(R) UM

TYPE IIR

Color Box
(50 pcs/Box)

Size: 190*100*80mm
Gross Weight: 216+10g

Master Box

(50 color boxes/
Master box)
Gross Weight: 11970+£500g

Mask i
Size: 175*95mm e L)
Mask Weight : 3.5+0.2g

The actual product you receive may be (slightly) different from this photo, the packing may update, please make the object as the standard
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TUVRheinland

Certificate

) The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

GuangDong Kingfa Science and
Technology Co., Ltd.
No.28, Delong Road, Qingcheng Dist.
Qingyuan City
511545 Guangdong
P.R. China

has established and applies a quality management system for medical devices
for the following scope:

Design and Development, Manufacture and Distribution of
Disposable Medical Face Masks (non-sterile)

Proof has been furnished that the requirements specified in

EN ISO 13485:2016

are fulfilled. The quality management system is subject to yearly surveillance.

Effective Date: 2020-07-13
Certificate Registration No.: SX 60150441 0001
An audit was performed. Report No.: 17054679 002

This Certificate is valid until: 2023-07-12

Certification Body

((DAKKs

" Akkreditierungsstelle
D-ZM-14169-01-02

Date 2020-07-13

Fuxiu Sheng

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

Tel.: +49 221 806-1371 Fax: +49 221 806-3935 e-mail:cert-validity@de.tuv.com http://iwww.tuv.com/safety

10/020d 04.08 ®

TOV. TUEV and TUV are registered trademarks. Utllisation and application requires prior approval








@ TOW, TUEW and TUW are regisiered radamarks. Utlisation and applcation requines priof approval

Certificate

Standard 1ISO 9001:2015
Certificate Registr. No. 01 100 1430282

Certificate Holder: GuangDong Kingfa Science and Technology Co., Ltd.
Unified Social Credit Code: 91441802077867032A
Registration Address: No. 28, Delong Road, Qingcheng Dist.
Shijiao Town, Qingyuan City, 511545 Guangdong, P. R. China
Operation Address: same as above

Scope: Design and Manufacturing of Modified Plastics;
Design and Manufacturing of Masks and Non-Powered Air-
Purifying Particle Respirator

Proof has been furnished by means of an audit that the
requirements of ISO 9001:2015 are met.

Validity: The certificate is valid from 2020-07-19 until 2023-07-18.
It remains valid subject to satisfactory surveillance audits.
First certification 2014

This certificate information can be searched on CNCA official
wehbsite http://lmwww.cnca.gov.cn

2020-06-08 2%
=

TUW Rheinland Cart GmbH
Am Grauen Stein - 51105 Kéin

www.tuv.com (( DAREUSME A_ TUVRheinland®
M IG081 9000 Precisely Right.







DECLARATION OF CONFORMITY

Manufacturer:

Address of
manufacturer:

Product:
Model Ref.:

Class characteristics:

UMDNS-Code:

Guangdong KINGFA SCI.&TECH. Co., Ltd.

NO,28. Delong Avenue, Shijiao Town, Qingcheng District,
Qingyuan City, Guangdong Province, China

Disposable Medical Mask
KF-B PO1(R)
Class I (not sterile or measuring via Annex IX Rule X)

12458

The product is certified to meet the Essential requirements and relevant provisions of

EC Directive: Medical Devices Directive 93/42/EEC

Standard(s)/Directive(s):

Conformity assessment
procedure:

EC representative:

Address:

EN 14683: 2019+AC: 2019( Type IIR)

ENISO 10993-1: 2009/AC:2010

EN ISO 10993-5: 2009

EN ISO 10993-10: 2010

ENISO 14971: 2012

EN ISO 15223-1: 2016

EN 1041: 2008

EC Declaration of Conformity (Annex II) + Technical Files)

Share Info Consultant Service LLC Représentanzbiiro

Heerdter Lohweg 83, 40549 Diisseldorf

This DoC is valid from 27 Apr., 2020.

yh - CE

Authorized by:

Signature é/
General manager
Place: Qingyuan, China
Date: Apr. 27, 2020

" RERBEHERAF

GUANGDONG KINGFA SCI. & TECH. CO., LTD







Anlage 1
(zu 8 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00302870

Allgemeine Anzeigepflicht nach 88 25 und 30 Abs. 2 MPG
General Obligation to Notify pursuant to 88 25 and 30 (2) Medical Devices Act, MPG

Formblatt fur Medizinprodukte, aul3er In-vitro-Diagnostika
Form for Medical Devices except In Vitro Diagnostic Medical Devices

Zustandige Behorde / Competent authority

Code
DE/CA20

Bezeichnung / Name
Bezirksregierung Dusseldorf, Dezernat 24

Staat / State
Deutschland

Land / Federal state
Nordrhein-Westfalen

Ort / City
Disseldorf

Postleitzahl / Postal code
40474

StralRe, Haus-Nr. / Street, house no.
Cecilienallee 2

Telefon / Phone
+49-211-4750

Telefax / Fax
+49-211-4752671

E-Mail / E-mail
dez24.mpg@brd.nrw.de

Anzeige / Notification

Registrierdatum bei der zustandigen Behérde
Registration date at competent authority
22.04.2020

Registriernummer / Registration number
DE/CA20/01-share-Info-consultant-59/20

Typ der Anzeige / Notification type

S Erstanzeige / Initial notification

£ Anderungsanzeige / Notification of change
£ Widerrufsanzeige / Notification of withdrawal

Friihere Registriernummer bei Anderungs- und Widerrufsanzeige
Previous registration number if notification has been changed or withdrawn

£ Hersteller / Manufacturer
S Bevollméachtigter / Authorised Representative
£ Einfuihrer / Importer

Anzeigender nach 8§ 25 MPG / Reporter pursuant to 8§ 25 Medical Devices Act, MPG

£ Verantwortlicher fir das Zusammensetzen von Systemen oder Behandlungseinheiten nach § 10 Abs. 1 und 2
MPG \ Assembler of systems or procedure packs pursuant to § 10 (1) and (2) Medical Devices Act, MPG
£ Betrieb oder Einrichtung (aufbereiten) nach § 25 Abs. 1 MPG i. V. m. § 4 Abs. 2 MPBetreibV

Institution (processing) pursuant to § 25 (1) Medical Devices Act, MPG in connection with § 4 (2) MPBetreibV
£ Betrieb oder Einrichtung (sterilisieren) nach § 25 Abs. 2i. V. m. 8 10 Abs. 3 MPG

Institution (sterilizing) pursuant to § 25 (2) in connection with § 10 (3) Medical Devices Act, MPG








Anlage 1
(zu 8 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00302870

Anzeigender / Reporting organisation (person)

Code
DE/0000047946

Bezeichnung / Name
Share Info Consultant Service LLC Reprasentanzbiro

Staat / State
Deutschland

Land / Federal state
Nordrhein-Westfalen

Ort / City
Disseldorf

Postleitzahl / Postal code

40549

StralRe, Haus-Nr. / Street, house no.
Heerdter Lohweg 83

Telefon / Phone
017670057022

Telefax / Fax

E-Mail / E-mail
eu-rep@share-info.cn

Hersteller / Manufacturer

Bezeichnung / Name
Guangdong KINGFA SCIL.&TECH. Co., Ltd.

Staat / State

CN
Ort / City Postleitzahl / Postal code
Qingyuan 511500

Stral3e, Haus-Nr. / Street, house no.
28 Delong Avenue, Shijiao Town, Qingcheng District, Qi

ngyuan City, Guangdong Province, China

Telefon / Phone
+86 2632 8999

Telefax / Fax

E-Mail / E-mail

Sicherheitsbeauftragter fiir Medizinprodukte nach § 30 Abs.

2 MPG 9)

Safety officer for medical devices pursuant to § 30 (2) Medical Devices Act, MPG

Bezeichnung / Name
Jiehan Li

Staat / State
Deutschland

Land / Federal state
Nordrhein-Westfalen

Ort / City
Disseldorf

Postleitzahl / Postal code
40549

StralRe, Haus-Nr. / Street, house no.
Heerdter Lohweg 83

Telefon / Phone
017670057022

Telefax / Fax

E-Mail / E-mail
eu-rep@share-info.cn








Anlage 1
(zu 8 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00302870

Vertreter / Deputy (optional)

Bezeichnung / Name

Telefon / Phone

Telefax / Fax

E-Mail / E-mail

£ Erstanzeige / Initial notification
S Anderungsanzeige / Notification of change








Anlage 1
(zu 8 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00302870

Medizinprodukt (Erstmaliges Inverkehrbringen) / Medical device (First placing on the market)

Klasse / Class

S|

£ | - steril / sterile

£ | - mit Messfunktion / with measuring function

£ | - steril und mit Messfunktion / sterile and with measuring function

£ lla

£ 1lIb

£ 1

£ IIl - hergestellt unter Verwendung von Gewebe tierischen Ursprungs im Sinne der Verordnung
(EU) Nr. 722/2012
manufactured utilising tissues of animal origin in terms of Commission Regulation (EU) No 722/2012

£ Aktives implantierbares Medizinprodukt / Active implantable medical device

£ Aktives implantierbares Medizinprodukt - hergestellt unter Verwendung von Gewebe tierischen Ursprungs im
Sinne der Verordnung (EU) Nr. 722/2012
Active implantable medical device - manufactured utilising tissues of animal origin in terms of Commission
Regulation (EU) No 722/2012

App (Software auf mobilen Endgeraten) £alyes S nein / no

Nummer(n) der Bescheinigung(en) / Certificate number(s)

Handelsname des Produktes / Trade name of the device
Disposable medical mask

Produktbezeichnung / Name of device

Nomenklaturcode / Nomenclature code

Nomenklaturbezeichnung / Nomenclature term

Kategoriecode / Category code
10

Kategorie / Category
Produkte zum Einmalgebrauch

Kurzbeschreibung deutsch / German short description

Die medizinische Einwegmaske ist fir den einmaligen Gebrauch durch medizinisches Fachpersonal und
andere Mitarbeiter des allgemeinen Gesundheitswesens vorgesehen, um sowohl Patienten als auch
Mitarbeiter des Gesundheitswesens vor der Ubertragung von Mikroorganismen, Blut und
Korperflissigkeiten sowie partikularen Materialien zu schitzen. Dies ist ein Einweggerat, das nicht steril
geliefert wird. Modell: KF-B P01 (R)

Kurzbeschreibung englisch / English short description

The Disposable medical mask is intended for single use by medical professionals and other general
healthcare workers to protect both patients and healthcare workers against transfer of microorganisms,
blood and body fluids, and particulate materials. This is a disposable device, provided non-sterile. Model:
KF-B PO1(R)








Anlage 1
(zu 8 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00302870

Medizinprodukte (Aufbereiten) / Medical devices (Reprocessing)

£ Semikritische Medizinprodukte / Semicritical medical devices
£ Gruppe A/ Group A
£ Gruppe B/ Group B

£ Kritische Medizinprodukte / Critical medical devices
£ Gruppe A/ Group A
£ Gruppe B/ Group B
£ Gruppe C/ Group C
Nummer der Bescheinigung / Certificate number

Sterilisationsverfahren / Sterilisation procedures
£ Dampfsterilisation / Steam sterilisation

£ Gassterilisation / Gas sterilisation

£ Strahlensterilisation / Radiation sterilisation
£ andere / others

Angewandtes Verfahren / Applied procedure

Ich versichere, dass die Angaben nach bestem Wissen und Gewissen gemacht wurden.
| affirm that the information given above is correct to the best of my knowledge.

Ort Datum
City Duesseldorf Date 2020-04-21
Name
Jiehan Li
Unterschrift
Signature

Bearbeitungsvermerke / Processing notes
Nur von der zustandigen Behorde auszufillen / To be filled in only by the competent authority

Bearbeiter / Person responsible Telefon / Phone
Frau Nadine Schlingmeier 0211-475-3853
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Verification Website: www_gtic. net.cn
Verification Code: HHCU-25863-04

No:20R001543 Tssue Date: 2020-03-27

Apphicant: GUANG DONG ETNGFA SCL& TECH.CO LTD
Address:  NO.23 DELOMNG AVE. SHITIAQ TOWHN, QINGCHENG DISTEICT QING
YUAN, GUANGDONG, CHINA

Information confirmed by appheant:
Dhsposable medical mazk

Craannty: 80 pleces

Tvpe: EF-B POL{E)

Classification: Tvpe || K

Standard Adopted:
EN 14683:2019+AC:2019 < Medical face masks-Feguirements and test mathods=

Diate Beceived Date Test Started: 2020-05-18

Conchosion:

Bactenal filtration efficiency (BFE)
Microbial cleanhness

Dnfferential pressure

Splash resistance pressure

2 EEE

Npte: "M"-Meet the standard's reguirement “F"-Fail to meet the standard’s requirement "—"-No comment

Femark:

All the tested items are tested under the standard conditien (except for indication).

Copies of the report are valid only re-stamped.

The experiment was carried out at No.l, Zhajiang Foad, Panyn District, Guangzhoun, Gouangdong, PP China

Approved By: ZFS':H-M (1o

ZiShan Guo  Senior Engineer
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Report No.: NKG2020050401

Supplier Creditability & Capacity Audit Report

Report:

Supplier Name Guangdong KINGFA SCI.&TECH. Co., Ltd. | &K RHI A RAF

No. 28, Delong Avenue, Shijiao Town, Qingcheng District, Qingyuan City,

Supplier Address Guangdong Province, China

Client Information | /

Name of Assessor | James Lee Reviewed by Roger Wang

Audited Date 04 May, 2020 Expiry Date 03 May, 2021

Assessment Scope:

Section 1: Company Profile

Section 2: Personnel

Section 3: Main Market

Section 4: Manufacturing Ability
Section 5: Certificate

Section 6: Quality Control Management
Section 7: Development Plan

Section 8: Production Flow Chart
Section 9: Attachment

Comments

Guangdong KINGFA SCIL.&TECH. Co., Ltd. is a trader and manufacturer combined company with 2097
employees; it was established in 2013, located in No. 28, Delong Avenue, Shijiao Town, Qingcheng
District, Qingyuan City, Guangdong Province, China. They have passed ISO9001, 1SO14001,
OHSAS18001 certifications in 2017. Guangdong KINGFA SCI.&TECH. Co., Ltd. has successful foreign
trading experience in Europe, North America and East Asia.

Important Notes:

This report is issued by the SGS —CSTC under its General Terms and Conditions of Service accessible at
http://www.sgs.com/terms_and_conditions.htm. Attention is drawn to the limitation of liability,
indemnification and jurisdiction issues defined therein.

Any holder of this document is advised that information contained hereon reflects the Company’s actual
findings at the time of its intervention only and within the limits of Client’s instructions, if any. The
Company’s sole responsibility is to its Client and this document does not exonerate parties to a
transaction from exercising all their rights and obligations under the transaction documents. 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.
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Report No.: NKG2020050401
Section 2: Personnel

2.1 Company Org Chart
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2.2 Headcount and Key Staff

According to [ 1] Atten_dance record [X] Members list
[ 1T On-site observation [ ] Others
Department Full time Part time Total
GM 1 0 1
Management 1 0 1
Represents
Production Dept. 1666 0 1666
QC Dept. 80 0 80
Technology Dept. 20 0 20
Headcount Warehouse Dept. 220 0 220
Purchase Dept. 15 0 15
HR Dept. 15 0 15
Office 48 0 48
Marketing Dept. 24 0 24
Fin. Dept. 7 0 7
Total 2097
Full Name Position Working experience in this filed
Mr. Hongtao Ning General Manager | About 20 years working experience
Key Staff
Mr. Xiaojun Deng Factory Director About 15 years working experience
Mr. Min Ding Export Manager 8 years foreign trading experience
Training Procedure and Plan | [ X] All staff [ ]Key station
for Staff [ 1 No Training records [ ]Others
Are there uniforms for all There are uniforms for all workers
staff in company?
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| Report No.: NKG2020050401
Section 3: Main Market

3.1 Foreign Trading Staff
There were___ 24 foreign trading members in the company.
Education Level Headcount Workl_ng Headcount English Headcount
Experience Level
Doctor 0 Over 20 Years 0 TEM-8 0
Master 19 Over 10 Years 12 CET-6 24
University 5 Over 5 Years 12 CET-4 0
Junior college 0 2-5 Years 0 CET-3 0
Technical 0 1Year 0 PETS-3 0
secondary school
Export means: [ X] Directly export through own export right
[ ] Export business operated by other foreign trading company
[ ]Others
3.2 Export Information
Iltem Content
Area % of Total Business Volume (last year)
North America 23.5
South America 0.12
West Europe 6.5
East Europe 0
East Asia (Japanese/ Korea) 58
Main Market
Africa 0
Australia 6.9
Southeast Asia 3
Mideast 0
Others 1.98
Domestic 0
Annual volume in last year Confidential
Sales Volume Export volume in last year Confidential
Estimated export in this year Confidential
Key Client Confidential Confidential
Lead time From PO Confirmation to Ex works 7-15 days
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Section 4:

Report No.: NKG2020050401

Manufacturing Ability

4.1 Main Facilities

Please list the major
machinery / utilities
on site.

Facility name

Brand/Model

Quantity

Year made

Condition

Medical Mask
Production Line

2 H) D B A 2

Gugji

132

2020

Good

Protective Mask
Production Line

B 0 B

Kuaiyuda

80

2020

Good

4.2 Main Test Instruments

Please list the major
test instruments on
site.

Facility name

Brand/Model

Quantity

Year made

Condition

Mask BFE Tester
1 B 1o i Ak R A
A

ZR-1000

2020

Good

Mask Tensile Strength
Tester

WStk

KT22

2020

Good

Clean Bench

HHE ARG

YJ-840

2020

Good

Mildew Incubator

. Good
BRI

MJ-80 1 2020

Constant
Temperature
Incubator

fE 3 R4

DHP-9082 1 2020 Good

4.3 Output

Product Monthly output Yearly output

Output in last year
N/A N/A N/A

Protective Mask/
Medical Mask
(Non-sterile)

(g R vy s R ey
(AR B)

Output in this year 300,000,000 Pcs N/A
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Report No.: NKG2020050401

Section 5: Certificate

5.1 Management System Certificate

Certificate Number Expiry date Certifying Body Scope
. 01 100 . . . - .
1SO 9001:2015 1430282 31 Oct., 2017 TUV Rheinland Design and production of modified plastics
. 01104 . . . . .
1S014001:2004 1430282 18 Jul., 2020 TUV Rheinland Design and production of modified plastics
OHSAS 01 113 . . . - .
180012007 1430282 18 Jul., 2020 TUV Rheinland Design and production of modified plastics
5.2 Product Certificate
Certificate Number Issued date Certifying Body Product and model / type
20R000099 Disposable medical mask(non-sterile)
Test R t .
est Repor MT 23 Apr. 2020 | GTT Standard EN14693:2019+ac:2019
Jiangsu
(2020) WSz Guojian .
Test Report FHL No. | 27 Mar., 2020 | Testing ;?;)ﬁcrj;?t(e;c;;/gzlgl_azsokoes
2852 Technology )
Co., Ltd.
FDA Disposable Protective Mask Model: Adult;
Registration 10065634 ol FDA Protective Mask Model: KF-A(Adult)
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Report No.: NKG2020050401
Section 6: Quality Control Management

Gradin )
Item Content Poor Mid 2 Good Observations /Comments
Are the e_n\_/ironmental conc_iitions Refer to site observation; the
6.1 suph as tidiness and clganllness \/ en_vlronmental condltl(_)n was
being controlled and suitable for suitable for the operation performed.
the operation performed?
Are the following items /documents Refer to site observation; there were
provided at appropriate location documente(_j work instructions, _
and under control when workmanship standard provided in
necessary? the workshops.
6.2 | . work Instructions /procedures \/
- Workmanship standard
/acceptance
- Golden sample
Does the company (_establish _and The company had established this
implement an effective suppliers/ procedure for supplier assessment,
6.3 sub-contractors assessment \/ latest record has been reviewed.
’ procedure (which covers the
acceptable criteria of supplier/
sub-contractor)?
Are written instructions available Refer to on-site observation; there
for incoming material inspections \/ were documented instructions for
6.4 ltesting? incoming material inspection. And
Is the relevant records inspection records were maintained
maintained? well.
Are written inspections /testing The company had established the
instructions available for finished procedure for this inspection. And
6.5 products? \/ records were maintained well.
Is the relevant records
maintained?
Is there a procedure to conduct All inspection procedures were
6.6 random product inspection after \/ implemented before packaging.
final packaging in place?
Are non-conforming units clearly Refer to site _obser\_/ation;
6.7 mar_ked/ seg_regated to prevent \/ non-confo_rmlng units would bt_e
accidental dispatch? marked with label and placed in the
non-conforming parts area
Is there a clear procedure for Refer to relevant documentation;
6.8 handling customer complaint? \/ the company had a clear procedure
for handling customer complaint.
Can the finished/packaged product Auditor noted that the company had
6.9 be traced by lot identification to the \/ established this procedure for lot
) appropriate raw materials test identification.
reports?
Are corrective & preventive actions The company had documented
mechanism established and procedure for corrective &
implemented effectively (including preventive actions mechanism and
6.10 | the suppliers/ sub-contractors’ \/ records were kept well.
control, incoming inspection,
process control, final inspection
and customer complaint)?
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Report No.: NKG2020050401
Section 7: Development Plan

7.1
Item Actions Time Frame
1 Enlarge the mask production capacity 2020
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Report No.: NKG2020050401

Section 8: Production Flow Chart

8.2 Product: Solar Module

1. Medical Mask (Non-sterile)
Production

2. Protective Mask Production

3. Lab. Testing

EROE JERED £ GESE G SRR
= —
N/A
4.Packing 5. Store A
@% b AT
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Report No.: NKG2020050401

Section 9: Attachment

9.1 Photos of Document and Certificate

Business License Medical Device Production License
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Medical Device Registration Certificate Medical Device Registration Certificate
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Report No.: NKG2020050401

ISO9001 Certificate 1SO14001 Certificate
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OHSAS18001 Certificate Verification of Conformity
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Registration in German Safety Office for
Medical Devices

W n R 7 =

FOA CERTIFICATION OF RECISTRATION
e

FDA Registration
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Report No.: NKG2020050401
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9.2 Photos of Company and Product Sample
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Prekladatel: Mgr. Petra Luptékovd

Zaddvatel: PharmaComp s.r.o.

Preklad ¢&.: 61/2021

Preklad z anglického do slovenského jazyka
Predmet prekladu: osvedcenie

Pocet strdn prekladaného dokumentu/prekladu: 1/1

Pocet odovzdanych képii: 1







65x29x50cm

Particle Filtering Half Mask

EN149:2001+A1:2009 FFP2 NR

C€ 2834 QTY: 1200 pcs ®

Changzhou Huankang Medical Device Co., Ltd.

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

e

KEEPDRY FRAGILE PREVENT HEAT

MEAS.: 65X29X50 CM
G.W.: 13 KGS

N.W.: 11 KGS

MFG. DATE:20201220
LOT NO.: 20201220
EXP. DATE: 20221219
MADE IN CHINA








65x29x50cm

Polomaska na filtrovanie ¢astic
EN149:2001+A1:2009 FFP2 NR

c € 2834Mnoistvo: 1200 ks ®

Changzhou Huankang Medical Device Co., Ltd.
€.22, Changhe cesta, Zhenglu mesto, Tianning okres,
Changzhou mesto, Jiangsu, Cina

‘ 1 /lt
]
NESTI A UDRZUJTE V SUCHU KREH NEVYSTAVUJTE TEPLU

ROZMERY: 65X29X50 CM
BRUTTO: 13 KG

NETTO: 11 KG

DATUM VYROBY:20201220
SARZA C: 20201220
EXSPIRACIA: 20221219
VYROBENE V CINE








Prekladatelska dolozka

Preklad som vypracovala ako prekladatef zapisany v zozname znalcov, timoénikov a
prekladatefov, ktory vedie Ministerstvo spravodlivosti Slovenskej republiky v odbore anglicky
a slovensky jazyk, evidenéné &islo prekladatela 971014,

Preklad je v denniku zapisany pod &islom 61/2021.

Preklad suhlasi s prekladanou listinou.

Translator’s clause

I produced the above translation as a translator listed in the Register of Experts, Interpreters
and Translators maintained by the Ministry of Justice of the Slovak Republic, discipline Slovak
and English languages, translator’s Reg. No. 971014.

This translation is registered under No. 61/2021.

The translation corresponds with the translated document.

I am aware of the consequences of deliberate untrue translation.

Mgr. Petra Luptdkovd, sudny prekladatel
anglicky jazyk/slovensky jazyk

Certified translator
English language/Slovak language
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Zaddvatel: PharmaComp s.r.o.
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Preklad z anglického do slovenského jazyka
Predmet prekladu: vyhldsenie o zhode

Pocet strdn prekladaného dokumentu/prekladu: 1/1
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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 lll 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.
Approved by Ireland ‘ i“ 150 17065

Government N AB

as a Notified Body CREDTRD
for CE Marking No.2834 R ODUCT CERTIFICATION

OFTAILED 18 5c0pg peg o 6018

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 Page 1 of 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

Product description
Folding filtering half mask fitted with head harness clip, no valves,
internal metal nose clip
Mask body color: White
Classification: FFP2 NR
Test report No.: 2020(F) - 0431

Certificate Revision Revision date T Revision details
A 2020-08-27 /C, !Qynitial issue
SR ek 'o'\

Model reference
HK-Z03

CCQS Certification Services Limited

Block 1 Blanchardstown Corporate Park, Ballycoolin Road, Blanchardstown, Dublin15,

D15 AKK1, Ireland
Tel: 400 353 1 588 6920  Website: www.ccgs.co.uk  E-mail: verify@ccqs.ie Page 2 of 2

Ifin any doubt about the integrity of this certificate, please contact CCQS by email to verify. (Fm 220-017, Rev.2)
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Modul B Osvedéenie o typovej skiske EU

pre poziadavky nariadenia o OOP 2016/425
Osved¢enie ¢.: CE-PC-200722-565-01-A

Changzhou Huankang Medical Device Co., Ltd.

Drzitef

osvedéenia: €.22, Changhe cesta, Zhenglu mesto, Tnannlng okres, Changzhou mesto,
Jlangsu Cina

Produkt: Polomaska na filtrovanie &astic

Podrobny popis produktu uvedeny v prilohe
Model(y): HK-Z03

EN 149:2001 +A1:2009
Norma(y): Ochranné prostriedky dychacich organov - Filtrovacie polomasky na ochranu
pred Casticami — PoZiadavky, ski$anie, oznagovanie

Datum vydania:  2020-08-27

Datum revizie: 2020-08-27
Platnost’ do: 2021-08-26

Vyrobky uvedené v tomto osved&eni a v technickej dokumentacii boli postidené a bolo zistené, Ze st v
sulade s platnymi Zakladnymi pozZiadavkami tykajlcimi sa zdravia a bezpeé&nosti v Prilohe |l k Nariadeniu
o0 OOP 2016/425.

Akékolvek zmeny dizajnu, umiestnenia vyroby alebo vyroby tymto certifikovaného produktu OOP musia
byt oznamené spoloénosti CCQS Certification Services Limited za ugelom kontroly.

Oznatenie CE sa nebude pouzivat, kym nebudu spinené poZiadavky v8etkych nariadeni o OOP
2016/425 a prislusnych harmonizovanych noriem EN a/alebo technickych Specifikacii.

Ak je certifikovany produkt kategérie I, potom je tento certifikat platny, iba ak sa pouziva v spojeni s
posudzovanim zhody podfa modulu C2 alebo modulu D.

Toto osved&enie zostava majetkom CCQS a mozno ho kedykolvek odobrat, ak spolo¢nost usudi, Ze dany
prostriedok uz nie je v sulade s poZiadavkami nariadenia o OOP 2016/425.

PRODUCT csrmncmm

sETAR "’" SCOPE REG HO.60

Schvalené vladou [rska ako
notifikovanym organom pre
oznadenie CE ¢. 2834

CCQS Certification Services Limited

Blok 1 Blanchardstown Corporate Park, Ballycoolin cesta, Blanchardstown, Dublin 15, D15AKK1, Irsko

Tel: +00 353 1 588 6920 Webstranka: www.ccgs.co.uk E-mail: verify@ccas.ie. Ak mate akékolvek pochybnosti o
integrite tohto osved¢enia, obratte sa na CCQS na e-mailovej adrese a overte si ho.

Strana1z2
(Fm 220-015, Rev.2)
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Module B Osvedéenie o typovej skuske EU

Priloha

pre poziadavky nariadenia o OOP 2016/425
Osvedéenie &.: CE-PC-200722-565-01-9A

Platné normy a $pecifikacie:

EN 149:2001 +A1:2009 Ochranné prostriedky dychacich organov - Filtraéné polomasky na ochranu
pred Casticami — PoZiadavky, skusanie, ozna&ovanie

Referenéné &islo modelu

Popis produktu

HK-Z03

vnatorna kovova spona na nos
Farba tela masky: Biela

Klasifikacia: FFP2 NR

Protokol o skuske &.: 2020 (F) — 0431

Skladacia filtra&na polomaska vybavena sponou na hlavu, bez ventilov,

Revizia osvedé&enia

Datum revizie

Podrobnosti o revizii

A

2020-08-27

Prvé vydanie

ite _~l~ 1, Revision de

7

CCQS Certification Services Limited

Blok 1 Blanchardstown Corporate Park, Ballycoolin cesta, Blanchardstown, Dublin 15, D15AKK1, Irsko

Tel: +00 353 1 588 6920 Webstranka: www.ccgs.co.uk E-mail: verify@ccqs.ie. Ak mate akékolvek pochybnosti o
integrite tohto osved&enia, obratte sa na CCQS na e-mailovej adrese a overte si ho.
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(Fm 220-017, Rev.2)







Prekladatel'ska doloZka

Preklad som vypracovala ako prekladatel zapisany v zozname znalcov, timo&nikov a
prekladatelov, ktory vedie Ministerstvo spravodlivosti Slovenskej republiky v odbore anglicky
a slovensky jazyk, evidenéné &islo prekladatela 971014.

Preklad je v denniku zapisany pod &slom S /2021.

Preklad suhlasi s prekladanou listinou.

Translator’s clause

| produced the above translation as a translator listed in the Register of Experts, Interpreters
and Translators maintained by the Ministry of Justice of the Slovak Republic, discipline Slovak
and English languages, translator’s Reg. No. 971014,

This translation is registered under No. & /2021.

The translation corresponds with the translated document.

| am aware of the consequences of deliberate untrue translation.

Mgr. Petra Luptdkova, sudny prekladatel
anglicky jazyk/slovensky jazyk

Certified translator
English language/Slovak language

















Predpis (EU) 2016/425

Cislo modelu: Particle Filtering Half Mask

Pocet vrstiev: 1

Norma: EN 149:2001+A1:2009

Datum vyroby: 20201220

Datum expiracie: 20221219

Produkt: Respirator FFP2 bez vydychového ventilu

Pouiité materidly: ZloZenie: Biela bavina, netkana latka, upeviiovacie popruhy

ZloZenie produktu
Polomaska na filtraciu ¢astic pozostdva z 5 vrstiev, netkanych textilii, vyfukovanych textilii, 100% ES
horuco vzdusnej netkanej textilie, nosného mostika a gumky na usi

ZloZenie Farba Suroviny
Vonkajsia vrstva Biela PP netkana textilia
Filtrana vrstva Biela ES netkana textilia horicim vzduchom
Filtrana vrstva Biela netkana textilia vyfukovana z taveniny
Filtrana vrstva Biela netkana textilia vyfukovana z taveniny
Vnutorna vrstva biela PP netkana textilia

InStrukcie pri pouziti

1. Nedodrzanie vSetkych pokynov a obmedzeni by mohlo vazne znizit i¢innost tejto polomasky
na filtrovanie Castic a viest k ochoreniu, zraneniu alebo smrti.

2. Pred pouZitim respirdtora na pracovisku musi byt uZivatel Skoleny zamestnavatelom
o sprdvnom pouzivani respiratora v sulade s platnymi normami bezpecnosti o ochrane
zdravia.

3. Polomaska na filtrovanie €astic neprivadza kyslik. PouZivajte iba v primerane vetranom
priestore. Pri pouZiti mate dostatok priestoru na bezné dychanie.

4. Ak vam respirator sposobuje problémy pri dychani alebo sam vam filter upchal nahradte
masku novou. Ak sa vdm maska poskodi je nutné nahradit ju novou.

5. Ak dojde k zavratom, podrazdeniu alebo k Gzkosti, prosim opustite kontaminovanu oblast.

Obmedzenia pouzivania.

1. Nepoutzivajte polomasku na filtraciu Castic a nevstupujte alebo sa nezdrzujte
v kontaminovanej oblasti za tychto okolnosti:
a) Ovzdusie obsahuje menej ako 19,5% kyslika.

b) Ak zacitite alebo ochutnate kontaminant.

Ce 2834

c¢) Naochranu pred plynmi alebo parami.
d) Ak kontaminanty a ich koncentracie nie si zname alebo st bezprostredne nebezpecné
pre Zivot a zdravie.
e) Na pieskovanie, striekanie farieb a azbestu.
f) v prostredi pod vodou, pri ohni a vo vybusnom prostredi.
Masku neupravujte a nepouZivajte ju nespravne.
Nepouzivajte polomasku na filtrovanie ¢astic ak nosite fizy mézu branit dobrému utesneniu
na tvari.
4. Polomaska na filtrovanie ¢astic musi byt skontrolovand pred kazdym pouzitim. Ubezpecte sa
Ze maska nie je roztrhnuta alebo inak poskodena.
5. Polomaska na filtrovanie ¢astic pomaha chranit pred uréitymi tuhymi kontaminantmi.
Nevylucuje sa vS§ak mozné riziko vystavenia sa nakazy alebo infekcie .
6. Tato polomaska na filtraciu ¢astic bola oznacend ?NR?, mdze byt pouzita iba na jednu
pracovnu zmenu.
Montézny navod (ako si nasadit masku)
Vlozte prsty do polomasky na filtraciu ¢astic. Ohnite nosovu sponu prstami, aby ste si vytvarovali
tvar nosa.
Drzte polomasku na filtraciu ¢asti v polohe kedy vam zakryva nos a Usta a potiahnite gumicky
ktoré su po stranach za usi.

Nosovl sponu si upravte oboma rukami aby ste si zabezpedili Ze maska vdm bude dobre tesnit na
tvari.

Kontrola zhody

Aby ste otestovali vydychovy ventil je nutné si pridrzat masku oboma rukami na tvari a zhlboka sa
nadychnut.

Ak citite pridenie vzduchu v oblasti nosa, znova nastavte / dotiahnite nosovd sponu.

Ak pocitujete pradenie vzduchu okolo okrajov respiratora, premiestnite polohu gumiciek masky, aby
ste dosiahli lepSie prisposobenie.

ak je dychanie obtiazne alebo ak je maska poskodena ¢i zdeformovana, okamZite ju vymerite.
Doésledné dodrZiavanie tychto pokynov je dolezitym krokom v bezpe¢nom pouZivani respiratorov.

Dodavatel: Novy Sanat Holding s.r.o.
Bystricka 1, 966 81 Zarnovica
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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

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)

[J This product is Category Ill 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) SMERREST BRARL A

CHANGZHOU HUANKANG NEDICAL DEWICE Co LTD

Signature: Cailong Zhai Date: 12.20.2020 ~
Company stamp and/or legal signature: /}"{% //%7 Al








Particle Filtering Half Mask
Classification: FFP2 NR c € 2 8 3 4
Standard: EN 149:2001+A1:2009
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

&

RN

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 hamess 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)

“l ‘|
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-
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emperdture range of storage conditions Maximum relative humidity of storage conditions See information supplied by the manufacturer







Vyhléasenie o zhode EU
Priloha IX Nariadenie o OOP (EU) 2016/425

Toto vyhlasenie EU o zhode sa tyka nasleduijtcich vyrobkov:
1. Informacie o vyrobku
Nazov: Polomaska na filtrovanie ¢astic
Model: HK-Z03
Klasifikacia: FFP2 NR
2. Nazov a adresa vyrobcu su:
Meno: Changzhou Huankang Medical Device Co., Ltd.
/C\:dresa: &.22, Changhe cesta, Zhenglu mesto, Tianning okres, Changzhou mesto, Jiangsu,
ina
3. Toto vyhlasenie o zhode sa vydava na vyhradnu zodpovednost vyrobcu.
4. Podrobny opis OOP, ktory umozriuje sledovatefnost / identifikaciu OOP.

HK-Z03

Polozka uvedena v bode 4 je v stlade s prislusnym nariadenim Unie o harmonizaénych pravnych

predpisoch (EU) 2016/425.
Odkazy na prislugné pouzité harmonizované normy vratane datumu normy alebo odkazy na

dalsie technické Specifikacie vratane datumu Specifikacie, v suvislosti s ktorymi sa vyhlasuje
zhoda:
EN 149:2001+A1:2009

CCQS Certification Services Limited. (Notif.org. 2834) vykonal skisku typu EU (modul B) a vydal
&islo Osvedé&enia o typovej skuske: modul B

¢. Cislo osved&enia o skiske typu EU (Modul B)
CE-PC-200722-565-01-9A

Kategéria produktu:
o Tento produkt patri do kategérie lll a podlieha internej kontrole vyroby modulu C2 plus

kontrolam produktu pod dohfadom v nahodnych intervaloch a je pod dohfadom CCQS

Certification Services Limited (NB 2834).
Tento produkt patri do kategérie Il a podlieha typovej zhode modulu D na zaklade

o]

zabezpe&enia kvality vyrobného procesu a je pod dohfadom CCQS Certification Services

Limited (Notif. organ 2834)
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Petiatka spolo&nosti a/alebo pravny podpis:







Polomaska na filtrovanie ¢astic

(€2834

Klasifikacia: FFP2 NR

Norma: EN 149:2001+A1:2009

Model: HK-Z03

Varovania

1. Tato maska s ozna&enim ,NR* sa nesmie pouzivat viac ako jednu zmenu.

2. Nikdy nenahradzaijte, neupravuijte, nepridavajte ani nevynechavaite diely v konfiguracii stanovenej vyrobcom.

3. Tato maska ponuka ochranu pred uréitymi asticovymi kontaminantmi, ale nevyluéuje Uplne riziko vystavenia

sa chorobe alebo infekcii.

4. Nepouzivajte polomasku s &asticami na zarastenej tvari alebo v inych podmienkach, ktoré mézu branit

dobrému utesneniu tvare. Nebudu spinené poziadavky na tesnost.

5. Zlikvidujte a vymefite masku, ak:

a) Maska sa odstrani v kontaminovanych oblastiach.

b) Zanesenie masky spésobuje dychacie tazkosti.

C) Maska sa poskodi.

Obmedzenie

Nepouzivajte respirator na vstup alebo pobyt v kontaminovanej oblasti za nasleduijucich okolnosti:

1) Atmosféra obsahuje menej ako 19,5% kyslika.

2) Ak citite pach alebo chut kontaminantu.

3) Na ochranu pred plynmi alebo parami.

4) Kontaminanty alebo ich koncentracie nie st zname alebo si bezprostredne nebezpeéné pre zivot alebo

zdravie.

5) Na pieskovanie, striekanie farieb a ogetrenie azbestom.

6) Vo vybusnom prostredi.

Skladovanie

Maska by sa nemala vyberat z obalu, kym ju nie je potrebné pouzit a po pouziti by sa mala zlikvidovat..

Pokyny pre pouzivatePa

1. Z dévodu ochrany va$ho zdravia a zabranenia vaZnemu zraneniu alebo smrti je dolezité precitat sia

dodrZiavat vSetky pokyny dodané s prilozenym produktom. Precitajte si vietky varovania vytlaéené na obale.

2. Pred pouzitim skontrolujte, &i su: $narky na hlavu dobre pripevnené; spona na nos je spravne pripevnena na

maske.

3. Tato maska sa méze pouzivat iba s nasadenym klipom.

Pokyny na nosenie a nasadenie
S
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1. Pevne drzte polomasku na filtrovania &astic.

2. Umiestnite ju pod bradu a masku si volne pritladte na tvar pomocou spony na nose na konci nosa. Potiahnite

$narky za usi.

3. Oboma rukami vytvarujte sponu na nos do tvaru nosa.

4. Spravne nasadenie skontrolujete tak, Ze polozite obe ruky na masku a intenzivne vydychnete. Ak unika okolo

nosa vzduch, dotiahnite sponu na nos. Ak unika vzduch okolo okraja, premiestnite 3nurky tak, aby lepsie sedela.

5. Opakuijte upravy, kym maska nie je spravne utesnena.

Informacie o vyrobcovi

Changzhou Huankang Medical Device Co., Ltd.

Adresa: £€.22, Changhe cesta, Zhenglu mesto, Tianning okres, Changzhou mesto, Jiangsu, Cina

Telefén: +86-519-88909800

PSC: 213115

Informacie o notifikovanom organe

CCQS Certification Services Limited

Adresa: Blok 1 Blanchardstown Corporate Park, Ballycoolin cesta, Blanchardstown,

Dublin15, D15 AKK1, irsko (Notif.org. 2834)

‘

4
+40C n:,‘,“a
|

Teplota skladovacich podmienok Maximéina relativna vihkost pri skladovacich podmienkach Pozri informacie poskytnuté vyrobcom







Prekladatel'ska dolozka

Preklad som vypracovala ako prekladatel zapisany v zozname znalcov, timoénikov a
prekladatefov, ktory vedie Ministerstvo spravodlivosti Slovenskej republiky v odbore anglicky
a slovensky jazyk, eviden&né &islo prekladatela 971014.

Preklad je v denniku zapisany pod &fslom 60/2021.

Preklad suhlasi s prekladanou listinou.

Translator’s clause

I produced the above translation as a translator listed in the Register of Experts, Interpreters
and Translators maintained by the Ministry of Justice of the Slovak Republic, discipline Slovak
and English languages, translator’s Reg. No. 971014.

This translation is registered under No. 60/2021.

The translation corresponds with the translated document.

I am aware of the consequences of deliberate untrue translation.

Mgr. Petra Luptakova, sidny prekladatel
anglicky jazyk/slovensky jazyk

Certified translator
English language/Slovak language

















Prerladatel: Igr. Petro Luptékové

Zadbyatel: PharmaComp s.r.0.

Preklad ¢.: 59/2021

Preklad z anglického do slovenského jazyka
Predmet prekladu: vyhlésenie o zhode

Polet strdén prekladaného dokumentu/preklodu: 1/1

Polet odovzdanych képii: 1
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Certificate of Module C2 production monitoring for
equipment within the scope of Personal Protective
Equipment Regulation (EU) 2016/425 Category lli

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.

Approved by Ireland ‘ “l 150 17065
Government

as a Notified Body I N é(}é

for-GE Marking No.283% PRODUCT CERTIFICATION

OFIAILED Iy Sepp pr NG 6020

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 1 of 2
Ifin any doubt about the integrity of this certificate, please contact CCQS by email to verify. (Fm 220-015, Rev.2)
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Schedule of Module C2 production monitoring for
equipment within the scope of Personal Protective
Equipment Regulation (EU) 2016/425 Category I

Schedule to CCQS FPC Certificate No.: CE-PC-200629-521-FPC-B

Product reference and description

Reference standard

Particle Filtering Half Mask

| Model: HK-Z03

EN 149:2001+A1:2009

Certificate Revision

Revision date

Revision details

A

2020-08-27

Initial issue

This schedule and the accompanying certificate remain the p A

This schedule has no validity without the accompanying certificate- 'r
r%?éo ~C nd

maybe withdrawn or revised at any time if CCQS consider:
longer in conformity with the requirements of the Regulation.

CCQS Certification Services Limited

Block 1 Blanchardstown Corporate Park, Ballycoolin Road, Blanchardstown, Dublin15,

D15 AKK1, Ireland

Tel: +00 353 1 588 6920  Website: www.ccqs.co.uk
Ifin any doubt about the integrity of this certificate, please contact CCQS by email to verify.
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E-mail: verify@ccqgs.ie Page 2 of 2

(Fm 220-015, Rev.2)
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Osvedéenie o monitorovani vyroby modulu C2 pre
zariadenia v rozsahu posobnosti Nariadenia o
osobnych ochrannych prostriedkoch
(EU) 2016/425 kategorie Il

FPC Osvedéenie &.: CE-PC-200722-565-FPC-A

Changzhou Huankang Medical Device Co., Ltd.
Drzitef osvedéenia: &.22, Changhe cesta, Zhenglu mesto, Tianning okres, Changzhou mesto,

Jiangsu, Cina
| , 8.22, Changhe cesta, Zhenglu mesto, Tianning okres, Changzhou mesto,
Miesto vyroby: Jiangsu, Ci?] 5 9 9 9

Rozsah certifikacie Vyroba ochrannych dychacich pristrojov
Clanky, na ktoré sa vztahuje toto osvedéenie, najdete v prilohe

pre:
Platnost’ od: 2020-08-27
Datum revizie: 2020-08-27
Do: 2021-08-26

CCQS Certification Services Limited ako notifikovany organ pre regulaciu OOP monitoruje, &i vyrobca vyraba OOP v
stlade s typom opisanym v osved&eni o skuske typu EU a suvisiacu technicku dokumentaciu, ktory spliia zakladné

poZiadavky na bezpe&nost a ochranu zdravia nariadenia.
Vybavenie, na ktoré sa vztahuje toto osvedZenie, je uvedené v sprievodnom plane. Toto osvedZenie nie je uplné a

neplati bez sprievodného planu a indexu revizii.
Vyrobca je tymto opravneny pripevnit &islo nasho notifikovaného organu 2834 na kazdu polozku OOP uvedenu v

zozname, ktora je priloZena k tomuto osved&eniu, pokym je toto osvedCenie v platnosti.
Toto osved&enie a sprievodny plan zostavaju majetkom CCQS a mdzu byt kedykolvek odobraté alebo revidované, ak

sa CCQS domnieva, Ze zariadenie uz nie je v sulade s poziadavkami nariadenia.

PRODUCT CERTIFICATION

OETALED iy 5c0pg i 10,6002

C

CCQS Certification Services Limited

Blok 1 Blanchardstown Corporate Park, Ballycoolin cesta, Blanchardstown, Dublin 15, D15AKK1, Irsko

Tel: +00 353 1 588 6920 Webstranka: www.ccqgs.co.uk E-mail: verify@ccgs.ie. Ak mate akékofvek pochybnosti o
integrite tohto osved&enia, obratte sa na CCQS na e-mailovej adrese a overte si ho. '

Schvalené viaddou Irska ako
notifikovanym organom pre
oznacenie CE &. 2834

Strana1z2
(Fm 220-015, Rev.2)
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Casovy plan monitorovania vyroby modulu C2
pre zariadenia v rozsahu pésobnosti Nariadenia o
osobnych ochrannych prostriedkoch (EU)
2016/425 kategorie Il

Plan k CCQS FPC osvedgeniu &.: CE-PC-200629-521-FPC-B

Referenéné Cislo produktu a popis Referenéna norma

Polomaska na filtrovanie ¢astic Model: HK-Z03 EN 149:2001+A1:2009
Revizia osvedéenia Datum revizie Podrobnosti revizie
A 2020-08-27 Prvé vydanie

Tento plan nie je platny bez sprievodného osvedCenia.
Tento plan a sprievodné osved&enie zostavaju majetkom CCQS a mozu byt
kedykolvek zrugené alebo revidované, ak to CCQS zvazi, ze poZiadavka uz nie

je v stlade s poZiadavkami Nariadenia.

CCQS Certification Services Limited

Blok 1 Blanchardstown Corporate Park, Ballycoolin cesta, Blanchardstown, Dublin 15, D15AKK1, Irsko

Tel: +00 353 1 588 6920 Webstranka: www.ccas.co.uk E-mail: verify@ccgs.ie. Ak mate akékolvek pochybnosti o
integrite tohto osved&enia, obratte sa na CCQS na e-mailovej adrese a overte si ho.

Strana2z2
(Fm 220-015, Rev.2)







Prekladatel'ska dolozka

Preklad som vypracovala ako prekladatel zapisany v zozname znalcov, timo¢nikov a
prekladatelov, ktory vedie Ministerstvo spravodlivosti Slovenskej republiky v odbore anglicky
a slovensky jazyk, evidenéné &islo prekladatefa 971014,

Preklad je v denniku zapisany pod &islom 59/2021.

Preklad suhlasi s prekladanou listinou.

Translator’s clause

| produced the above translation as a translator listed in the Register of Experts, Interpreters
and Translators maintained by the Ministry of Justice of the Slovak Republic, discipline Slovak
and English languages, translator’s Reg. No. 971014.

This translation is registered under No. 59/2021.

The translation corresponds with the translated document.

| am aware of the consequences of deliberate untrue translation.

Mgr. Petra Luptdkovad, sidny prekladatel
anglicky jazyk/slovensky jazyk

Certified translator
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