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CE ATBILSTIBAS DEKLARACIJA
CE DECLARATION OF CONFORMITY

info@kid-man.com

Razotaja nosaukums UAB Kasko Group I Kid-Man™
Name of manufacturer SRN: LT-MF-000007721

Razotaja adrese A. Vivulskio g. 12D, 03221, Vilna,
Address of manufacturer Lietuva (Lithuania)

Ar pilnu atbildibu apliecina, ka mediciniska ierice
Declares on our own responsibility, that Medical Device

Mediciniskas ierices nosaukums Vienreizlietojamie nesterili nitrila parbaudes

cimdi

Medical device name Disposable non-sterile nitrile examination gloves
Modelis / Model KID-MAN
Pamata unikalais identifikators / 477903163NIGLIV
Basic UDI-DI

REF Izmeri / Sizes Krasa / Color
NIGLXS100BL; NIGLS100BL; NIGLM100BL; XS (5-6) - XXL (10-11) Zila / Blue
NIGLL100BL; NIGLXL100BL; NIGLXXL100BL
NIGLXS100; NIGLS100; NIGLM100; NIGLL100; XS (5-6) - XXL (10-11) Violeta / Violet
NIGLXL100; NIGLXXL100
NIGLXS100BK; NIGLS100BK; NIGLM100BK; XS (5-6) - XXL (10-11) Melna / Black
NIGLL100BK; NIGLXL100BK; NIGLXXL100BK
NIGLXS100BA; NIGLS100BA; NIGLM100BA; XS (5-6) - XXL (10-11) Balta / White

NIGLL100BA; NIGLXL100BA; NIGLXXL100BA

Atbilst Eiropas Parlamenta un Padomes Regulai (ES) 2017 /745 par mediciniskajam iericém un ar kuru
grozita Direktiva 2001/83/EK, Regula (EK) Nr. 178/2002, Regula (EK) Nr. 1223/2009 un atceltas
Padomes direktivas 90/385/EEK un 93/42/EEK, un ir klasificeta ka I klases mediciniska ierice saskana
ar kriterijiem, kas noteikti Regulas (ES) 2017/745 VIII pielikuma 1. noteikuma.

Complies to Regulation (EU) 2017/745 of the European Parliament and of the Council on medical devices and
amending Directive 2001/83/EC, Regulation (EC) No 178/2002, Regulation (EC) No 1223/2009 and repealing Council
Directives 90/385/EEC and 93/42/EEC and is classified as Class I medical device in accordance with criteria set out
in Annex VIII, Rule 1 of Regulation (EU) 2017/745.

Augstak aprakstitas preces ir ari klasificétas ka Il kategorijas individualas aizsardzibas lidzekli (IAL) un atbilst
Eiropas Parlamenta un Padomes 2016. gada 9. marta Regulai (ES) 2017/425 par individualajiem aizsardzibas
lidzekliem.

The products described above are also classified as Personal Protective Equipment (PPE) Category Ill and comply with
Regulation (EU) 2016/425 of the European Parliament and the Council of 9" March 2016 on Personal Protective
Equipment
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Informéta instithcija SATRA Technology Europe Limited (2777) veikusi ES tipa parbaudi (B modulis) un izsniegusi ES
tipa parbaudes sertifikatu nr. 2777{2}14815-03{2}E54-01.

The notified body SATRA Technology Europe Limited (2777) performed the EU type Examination (Module B) and
issued the EU — type examination certificate no 2777{2}14815-03{2}E54-01.

Uz to attiecas atbilstibas novértésanas procediira, kuras pamata ir iekSéja razoSanas kontrole, ka ari uzraudzitas
produktu parbaudes ar nejausiem intervaliem (C2 modulis) informétas institiicijas SATRA Technology Europe
Limited (2777) uzraudziba Bracetown Business Park, Clonee, Dublin 15, Dublina, Trija.

It is subject to the conformity assessment procedure based on the internal production control plus supervised product
checks at random intervals (Module C2) under surveillance of the notified body SATRA Technology Europe Limited
(2777) Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

Piemerotie saskanotie standarti / Applied harmonized standards:

EN 455-1:2020

EN 455-2:2015

EN 455-3:2015

EN 455-4:2009

EN 16523-
1:2015+A1:2018

EN ISO
21420:2020

EN ISO 15223-
1:2021

EN ISO 374-
1:2016+A1:2018

EN ISO 374-
2:2019

EN ISO 374-
4:2019

EN ISO 374-
5:2016

IS0 9001:2015

Vilna, 2022-05-03
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Mediciniskie cimdi vienreiz&jai lietoSanai - 1. dala: Prasibas un parbaude caurumu neesamibai
Medical gloves for single use - Part 1: Requirements and testing for freedom from holes

Mediciniskie cimdi vienreiz&jai lietosanai - 2 dala. Prasibas un fizikalo ipasibu parbaude

Medical gloves for single use - Part 2: Requirements and testing for physical properties

Mediciniskie cimdi vienreiz&jai lietoSanai - 3 dala. Prasibas un testéSana biologiskajam novértéjumam
Medical gloves for single use - Part 3: Requirements and testing for biological evaluation

Mediciniskie cimdi vienreiz&jai lietoSanai - 4 dala. Prasibas un testéSana glabasanas laika noteiksanai
Medical gloves for single use - Part 4: Requirements and testing for shelf life determination

Materiala izturibas pret kimisko vielu caurlaidibu noteikSana - 1. dala: Potenciali bistamu Skidru kimisku
vielu caurlaidiba nepartraukta kontakta apstak|os

Determination of material resistance to permeation by chemicals - Part 1: Permeation

by potentially hazardous liquid chemicals under conditions of continuous contact

Aizsargcimdi — Visparigas prasibas un parbaudes metodes

Protective gloves — General requirements and test methods

Mediciniskas ierices — Simboli, kas jaizmanto kopa ar informaciju, ko sniedz razotajs — 1. dala:
Visparigas prasibas

Medical devices - Symbols to be used with information to be supplied by the manufacturer - Part 1:
General requirements

Aizsargcimdi pret bistamam kimiskam vielam un mikroorganismiem - 1. dala: Terminologija un
veiktspéjas prasibas kimiskajiem riskiem

Protective gloves against dangerous chemicals and micro-organisms - Part 1: Terminology and
performance requirements for chemical risks

Aizsargcimdi pret bistamam kimiskam vielam un mikroorganismiem - 2. dala: Izturibas pret caurlaidibu
noteiksana

Protective gloves against dangerous chemicals and micro-organisms - Part 2: Determination of
resistance to penetration

Aizsargcimdi pret bistamam kimiskam vielam un mikroorganismiem - 4. dala: Kimisko vielu izraisitas
noardiSanas izturibas noteikSana

Protective gloves against dangerous chemicals and micro-organisms - Part 4: Determination of
resistance to degradation by chemicals

Aizsargcimdi pret bistamam kimiskam vielam un mikroorganismiem - 5. dala: Terminologija un
veiktspéjas prasibas attieciba uz mikroorganismu riskiem

Protective gloves against dangerous chemicals and micro-organisms - Part 5: Terminology and
performance requirements for micro-organisms risks
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