UNIVERSAL

CERTIFICATION

s [
EU TYPE EXAMINATION CERTIFICATE

Respiratory protective devices, filtering half masks to protect against particles manufactured by

Guangdong Tengsheng pharmaceutical Technology Co., Ltd.
Room 301, No. 7, Linhai North Road, Shatian Town, Dongguan City, Guangdong Province,
China
are tested and evaluated according to

EN 149:2001 + A1:2009 Respiratory Protective Devices -
Filtering Half Masks to Protect Against Particles -
Requirements, Testing, Marking

Based on the type examination conducted with the evaluation of test reports, technical file
according to Personal Protective Equipment Regulation (EU) 2016/425 Annex 5, it is approved
that the product meets the requirements of the regulation.

Here by the manufacturer is allowed to use notified body number (Il and can fix CE mark, as
shown below, on the Category III product models given above, with;

e  Issuing an appropriate EU Declaration of Conformity according to Personal Protective
Equipment Regulation (EU) 2016/425 Annex 9.

e  Ongoing successful performance in fulfilment of the requirements set out in Personal
Protective Equipment Regulation (EU) 2016/425 and harmonised standards, ensured
by assessments based on Annex 7 (Module C2) or Annex 8 (Module D) of the
regulation no later than 1 year from the beginning of serial production

This certificate is initially issued on 21/07/2020 and will be valid for 5 years, if there is no
change in the relevant harmonised standard affecting the essential health and safety

requirements.

Suat KACMAZ_
UNIVERSAL CERTIFICATION
Director

Verify the validity with the QR code

Necip Fazil Bulvar: Keyap Sitesi E2 Blok No:44/84 Yukar1 Dudullu Umraniye - ISTANBUL - TURKEY T:-
UNIVERSALCERT.COM




( R
| SEFN |
UNIVERSAL |

CERTIFICATION

TECHNICAL ASSESSMENT REPORT

Manufacturer: Guangdong Tengsheng pharmaceutical Technology Co., Ltd. |
Address: Room 301, No. 7, Linhai North Road, Shatian Town, Dongguan City, Guangdong Province, China

This report is for the, given above, manufacturer prepared according to the test results obtained from Trust Right Testing
and Certification Service (Zhongshan) Ltd. accredited by IAS (International Accreditation Service), signatory to ILAC
MRA, with number TL-861 for the product identified below, dated 03.07.2020 with Serial Id R20200140 based on EN

149: 2001 + A1: 2009 standard and the technical file dated 20 July, 2020 Version 01 provided by the manufacturer. [(

The technical file of the manufacturer, and risk evaluation against the essential health safety requirements and the test |
report evaluated for their relation with Essential Requirements of Personel Protective Equipment Regulation and found to |
be appropriate.

This report is an annex and an integral part of the EU Type Examination Certificate issued to the manufacturer. The test [
results and issued certificate belongs only to the tested model. The technical report consists of a total of 6 pages.

Product Description: Particle Filtering Half Mask
Classification: FFP3 NR

Model:-
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ESSENTIAL HEALTH and SAFETY REQUIREMENTS GIVEN IN EUROPEAN UNION REGULATION EU 2016/425
CORRESPONDING RISKS FOR THE PRODUCT
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SAFETY collection s.r.o., Kalindiakova 48, 903 01 Senec,
ICO : 52 120 015, I€ DPH: SK2120900419

EU VYHLASENIE O ZHODE VYROBKU

Toto vyhlasenie o zhode sa vydava na vyhradni zodpovednost vyrobcu
Guangdong Tengsheng pharmaceutical Technology Co., Ltd.

vyhlasuje, Ze

vyrobok uvedeny v tomto vyhlaseni spiia zakladné bezpeénostné a zdravotné poZiadavky nariadenia
o OOP (EU) 2016/425 -CAT Ill a s normami EN 149:2001 + A1:2009 - ochranné dychacie zariadenia -
filtrana polomaska na ochranu proti ¢asticiam - poZiadavky, testovanie, oznacovanie.

Produkt je identicky s modelom, na ktory sa vztahuje Osvedéenie o typovej skiske EU, ktoré vykonal
notifikovany organ

UNIVERSAL CERTIFICATION (Notifikovany orgén &. |

Cislo certifikatu o typovej skugke EU_

lveta Bagitova
konatelka spolo¢nosti







m Hlavné mesto SR Bratislava Dynamicky nakupny systém
|

Primacialne nam. 1 Vyzva €. 20
Emmm 81499 Bratislava ,»Respirator FFP3 bez vydychového
ventilu®

Priloha €. 2 - Navrh na plnenie kritéria na vyhodnotenie
ponuk a identifikacné Udaje uchadzaca

Obchodné meno uchadzaca: SAFETY collection $.1.0.............ccccoveiniienn.
Sidlo uchadzaca: Kalin¢iakova 48, 903 01 Senec.............ccc........
1CO: o 1 R 1 . O S
Meno a priezvisko Statutarneho zastupcu  Iveta Bagitova..............ocooeeeiiiiiiiiiiii
IC DPH: SK 2120900419.........ovovoeoeeoeeeeeeeeee,
Nazov banky: Tatrabanka..............cccoooiviiiiiiiiiii,
Cislo aétu (IBAN): S
Telefonne Cislo: G AL
E-mailova adresa: janosova@safety-collection.sk..........................

Predmet zakazky: ,Respirator FFP3 bez vydychoveho ventilu”

Kritérium na vyhodnotenie ponuk: najnizsia cena za cely predmet zakazky v EUR s DPH.

Nazov Celkovi cena vEUR | yygia ppH | Celkovi cena v EUR
‘ bez DPH (20%) s DPH

Respirator FFP3  bez vy’dychbvého ventilu
v celkovom mnoZstve 20.000 ks vsualade | 26 000,00 20% 31 200,00
s opisom predmetu zékazky tejto vyzvy ¢. 20

Cena uvedena uchadzacom obsahuje vSetky néklady, ktoré uchadzacovi vzniknu v suvislosti
s plnenim predmetnej zdkazky.

Som — Nie-sem platite’om DPH (nehodiace sa preSkrtnite)

Ak uchadza¢ nie je platitelom DPH, na tito skutoénost upozorni verejného obstaravatela. Ak
uchadzac¢ nie je platcom DPH, nim uvedena cena bude povazovana za kone¢nu aj v pripade, ak by
sa pocas plnenia predmetu zakazky stal platitelom DPH. V pripade, ak uchadzac je platitel om DPH,
aviak jeho sidlo je v inom &lenskom $tate EU alebo sidli mimo EU, uvedie v ponuke cenu, ktora
bude rozdelené na nim navrhovana cenu bez DPH, vysku DPH a aj cenu s DPH podl'a slovenskych
pravnych predpisov (20%), aj ked’ samotni DPH nebude fakturovat’.

V Senci, diia 28. 01. 2021 NETH BYO!

ClIVU d PLICZVE U
podpis Statutarneho zastupcu,
peciatka
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Date: Nov 02,2020
I ’
TECHNICAL DATA SHEE Lot Noj G

requirements of the EN 149:2001 + A1:2009 standard. The
details of test results refer to the following.
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