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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This certificate and the accompanying schedule remain the property of CCQS and maybe withdrawn or revised at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

This schedule has no validity without the accompanying certiﬁca/te./'; ‘;

This schedule and the accompanying certificate remain the 9 © &Z@a nd
maybe withdrawn or revised at any time if CCQS considers;’t‘a\/&é’e i rzeels\no
* i

longer in conformity with the requirements of the Regulatio}x. {/ - % ) '
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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.ccqs.co.uk  E-mail: verify@ccgs.ie Page 2 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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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

: CE-PC-200629-521-FPC-B

Tento plan nie je platny bez sprievodného osvedZenia.

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.

I am aware of the consequences of deliberate untrue translation.

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

Certified translator
English language/Slovak language







Prekladatel: Mgr. Petra Luptdkovd
Zaddvatel: PharmaComp s.r.o.

Preklad ¢.: 58/2021

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

Pocet strdn prekladaného dokumentu/prekladu: 1/1

Pocet odovzdanych képii: 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)




* X %
* *
* l— *
* *
* p Kk
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

CCQS Certification Services Limited

Block 1 Blanchardstown Corporate Park, Ballycoolin Road, Blanchardstown, Dublin15,
Page 2 of 2

D15 AKK1, Ireland
E-mail: verify@ccqgs.ie
(Fm 220-017, Rev.2)

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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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 Osvedcéenie o typovej skuske EU

Priloha

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

Platné normy a $pecifikacie:
EN 149:2001 +A1:2009 Ochranné prostriedky dychacich organov — Filtraéné polomasky na ochranu
pred Casticami — PoZiadavky, sku$anie, ozna&ovanie

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@ccas.ie. Ak mate akékolvek pochybnosti o
integrite tohto osved&enia, obratte sa na CCQS na e-mailovej adrese a overte si ho.

Strana2z2
(Fm 220-017, 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  $& /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. S&  /2021.

The translation corresponds with the translated document.

| am aware of the consequences of deliberate untrue translation.

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

Certified translator
English language/Slovak language







Prekladatel: Mgr. Petra Luptékova
Zaddvatel: PharmaComp s.r.o.

Preklad ¢.: 60/2021

Preklad z anglického do slovenského jazyka
Predmet prekladu: osved&enie

Pocet strdn prekiadaného dokumentu/prekiadu: 2/2

Pocet odovzdanych kdpii- 1



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




Particle Filtering Half Mask

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

Model: HK-Z03




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

Podpis: Cailong Zhai Datum: 12.20.2020
Petiatka spolo&nosti a/alebo pravny podpis:




Polomaska na filtrovanie ¢astic

(€2834

Klasifikacia: FFP2 NR
Norma: EN 149:2001+A1:2009

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, stidny prekladatel
anglicky jazyk/slovensky jazyk

Certified translator
English language/Slovak language







Hlavné mesto SR Bratislava Dynamicky nakupny systém
i Primacilne ndmestie €. | Vyzva &. 1 - Respirator FFP2 bez vydychového ventilu
B EE 814 99 Bratislava

‘Priloha &. 2 - Navrh na plnenie kritéri

|dentifikacné (daje:

Nizov zakazky: ,,Vyzva &. | - Respirdtor FFP2 bez vydychového ventilu®

Uchadzad: Pharmacomp s.r.o.
Adresa sidla: Bystrickd 901, 966 81 Zarnovica
1CO: 47358203

Cislo aétu (IBAN):
Telefonne cislo:

E-mailova adresa: -Dnharmacomp.sk,_@pharmacomg.sk

Ponukové cena v stlade s opisom predmetu zakazky:

Respirator FFP2 bez vydychového ventilu v celkovom mnoZstve 60 000 ks | 14 400,- eur

Cena uvedena uchadzadom obsahuje vetky ndklady, ktoré uchddzaCovi vznikni v savislosti
s plnenim predmetnej zikazky. Verejny obstaravatel upozoriiuje, Ze novelou 67/2020 Z. z. ucinnou
od 12.02.2021 sana respiratory FFP3 a FFP2 zaviedla 0 (nulové) DPH. Na zaklade uvedeného bude
celkova cena s DPH toto¥n4 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 zaroveii Eestne vyhlasujem, Ze postupujem v stlade
s etickym kédexom uchadzaga vydanym Uradom pre verejné obstaravanie:

https://www.uvo.gov.sk/ zauiemcauchadzacfetickv-'kodex-zauiemcu—uchadzaca—54b.htmI

V Zarnovici diia 13.04.2021

e

1_\;.[gr. Jan Oslanec
Generdlny riaditel Pharmacomp,s.r.0.




Technicky list

Respirator FFP2 bez vydychového ventilu

Zlozenie produktu:




Technicky list

Upozornenia a obmedzenia pouzitia






