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Prasibas individualajiem aizsardzibas
lidzekliem

Ivars Jornins
Precu un pakalpojumu uzraudzibas departamenta
Patérina precu uzraudzibas dalas vaditajs



Individualie aizsardzibas Iidzekli (IAL) ir:
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Aprikojums, kas projektéts un razots, lai persona to nésatu
vai turétu aizsardzibai pret vienu vai vairakiem riskiem
miné€tas personas veselibai vai droSibai.

EIROPAS PARLAMENTA UN PADOMES REGULA (ES)
2016/425 (2016. gada 9. marts) par individualajiem

aizsardzibas lidzekliem un ar ko atcel Padomes Direktivu
89/686/EEK (turpmak - Requla)

Atvieglota kartiba IAL atbilstibas nov&rt€sanai - Ministru kabineta 2020. gada
12. marta rikojums Nr.103 “Par arkart€jas situacijas izsludinasanu” 4.54 -
paredzeta tikai valsts iepirkumiem COVID 19 seku likvidésanai: Regula
2016/425 vai PVO atzitas citu valstu tehniskas specifikacijas



|AL kategorijas
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Atkariba no potenciala riska IAL ir 1edaliti trijas kategorijas.

I kategorija (vienkarsSas uzbiives IAL) ir ieklauti minimali riski (virspusgjs
mehanisks 1evainojums, saskare ar vajas iedarbibas tiriSanas lidzekliem,
saskare ar karstam virsmam, kuru temperatiira nav augstaka par 50 ©,
kait€jums, ko acim nodara saules gaisma, atmosferas apstakli, kas nav
ekstremal)

IT kategorija icklauti riski, kas nav I un III kategorija uzskaititie riski.

III kategorija (sarezgitas uzbuves IAL) ieklauti tikai tadi riski, kas var
1zraisit loti nopietnas sekas, pieméram navi vai neatgriezeniskus veselibas
bojajumus, saistiba ar Sadiem aspektiem:

a) veselibai bistamas vielas un maistjumi;
b) atmosfera ar skabekla deficitu;

¢) kaitigi biologiskie agenti;

d) jonizgjosais starojums u.c.



Lai veicinatu vienotu interpretaciju par |AL pieméroSanu,
Eiropas Komisija sadarbiba ar Eiropas Standartizacijas
a?zastaérrg;t%:;}fesﬁrus Komiteju, pazinotajam institiicijam un ES dalibvalstim
izstradaja IAL Vadlinijas, kuras I.pielikuma noraditas |AL
kategorijas
https://ec.europa.eu/docsroom/documents/29201

PPE Regulation (EU) 2016/425 Guidelines — 1 Edition — April 2018

PART 1: per type of PPE

Type of PPE Certification | Reason
7. | Respiratory protective equipment category
7.1 | All respiratory protective equipment (however 1 3.3. (a)-(d)

described) designed and manufactured to provide
protection against solid aerosols, liquid aerosols or
gases

All respiratory protective equipment designed and
manufactured to provide full insulation from the
atmosphere; all respiratory protective equipment
designed and manufactured for use in diving



https://ec.europa.eu/docsroom/documents/29201

Prasibas respiratoriem un iedalijjums (
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Piemérojamie standarti: - d
* EN 149 «ElposSanas celu aizsardzibas lidzekli. Filtréjosas pusmaskas
aizsardzibai pret sikajam dalinam. Prasibas, parbaude, markesanay;

* EN 140 «Elposanas organu aizsarglidzek]i - Pusmaskas un
ceturtdalmaskas - Prasibas, testesana, markeésana»

* EN 143 «ElpoSanas celu aizsardzibas lidzekli - Stku piesarnojuma
dalinu filtri - Prasibas, testéSana, markesana;

 U..
Iedalijums
 FFP1/P1
 FFP2/P2

- FFP3/P3




Razotaja, importétaja un citu iesaistito pusu
pamatpienakumi
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Razotajs:

laizot IAL tirgli, gada, lal tie bitu projektéti un razoti saskana ar
piemé&rojamajam butiskajam veselibas un droSibas prasibam,;

esagatavo tehnisko dokumentaciju un veic atbilstibu novertésanu,

nodroSina, lai biitu izveidotas procediras, ar ko tiek nodrosSinata serijveida
razoSanas pastaviga atbilstiba;

*nodroSina IAL ar nepiecieSamo mark&umu un lietoSanas instrukciju



Razotaja, importetaja un citu iesaistito pusu
pamatpienakumi
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Importetajs:

*pirms_|AL laiSanas tirgii nodroSina, ka raZotajs Ir veicis attiecigo atbilstibas
novertéSanas procediru,

uz IAL norada savu nosaukumu vai registréto prec¢u zimi;

'nodro$ina, lai AL pievienota lietoSanas instrukcija un u.c. informacija
pateretajiem.

Izplatitajs:
*Pirms dara IAL pieejamu tirgi parliecinas vai ir uzlikta CE zime un
pievienoti visi vajadzigie dokumenti (pieméram, lictoSanas instrukcijas).
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Atbilstibas noveértésana

e '
CATEGORY I CATEGORY Il
QATEGORY | Intermediate design Complex design
Simple design Risks other th Risks with .
Minimal risks Isks ot_ er than Isks with very serious
\ Categories | & |l consequences )
} ! |
Technical documentation
| l
[ EC EU type-examination — Article 10 — module B
I
Product asasﬂfgntyce
testing system
ﬁgﬁﬁ;g Article 11B
| , Module D
Ce C€ L CEXXXX -



Atbilstibas noverteSanas soli
respiratoriem
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Tehniska dokumentacija

3
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Tipa noveérteSana pazinota iestade — sertifikats

RaZoSanas procesa iek$eja kontrole — sérijveida
razoSana atbilstoSi apstiprinatajam tipam

EK atbilstibas deklaracijas sastadiSana

CE zimes piestiprinasana




Pazinotas struktuiras
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Atbilstibas novertéSanu (test€Sana), lai parliecinatos, ka IAL izpilda
biitiskas veselibas un drosibas prasibas veic pazinota struktiira (laboratorija)
- Notified Body (http://ec.europa.eu/growth/tools-
databases/nando/index.cfm?fuseaction=na.main)

Nando Found : 107
Country Search criteria :
Legislation Regulation (EU) 2016/425 Personal protective equipment
Procedure
[ALL v
Construction products Article or
annex
Free search Products
Mutual Re it [ALL v
utual Recognition search

Agreei ts

CETA Protocol on Conformity
R Withdrawnj Expired/Suspended Notifications/NBs are not dispiayed in this list, you can find them in the Body
Notifying Authority - module under the hyperlink "Withdrawn/Expired/! ded Notifications/NBs’
Notification procedu
Accreditation Body Body type Name a Country &

+ NB 0068 MTIC InterCert S.rl. Ttaly
Glossary » NB 0072 Textile et de I'Habillement (IFTH) France

+ NB 0073 DE SURETE NU France

» NB 0075 France
Single Market and + NB 0078 TITUT NATIONAL DE LA PLONGEE PROFESSIONNELLE France
Standards - links » B 0082 France

+ NB 0086 United

= Kingdom

» NB 0088 LLOYD'S REGISTER QUALITY ASSURANCE LTD United
Events Kingdom

+ NB 0098 DNV GL SE Germany
Tools and Databases » NB 0099 AENOR INTERNACIONAL, S.A. (Unipersonal) Spain

+ NB 0120 S United Kingdom Limi United
Contracts and grants Kingdom

» NB D121 ) | Germany
Public consultations YRR Germany
publications » NB 0158 Germany

+ NB 0150 Spain

N EL TRABAJO
» NB 0160 INSTITUO ESPAROL DEL CALZADO Y CONEXAS, ASOCIAC Spain
NVESTIGACION

» NB 0161 ASQOCIACION DE INVESTIGACION DE LA INDUSTRIA TEXTIL Spain

+ NB 0162 LEITAT Technological Center Spain

+ NB 0164 IDIADA AUTOMOTIVE TE! ( Spain

» NB 0183 PFL - PRUF-UND N Germany

+ NB 0194 INSPEC International Ltd. United

+ NB 0196 DIN CERTCO GESELLSCHAFT FUR KONFORMITATSBEWERTUNG MBH Germany

» NB 0197 GmbH Germany

[y


http://ec.europa.eu/growth/tools-databases/nando/index.cfm?fuseaction=na.main

arsardihes contr
Markéjums
*razotaja nosaukums vai precu zime;
*modela numurs vai nosaukums;
*CE zime;
*pazinotas iestades numurs (NB XXXX)

epieméerojama standarta numurs un gads

TAL markéjums un lietoSanas instrukcija
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Razotaja noradijumi par preces pareizu lietoSanu un glabasanu tieSajiem lietotajiem
viegli saprotama valoda, kura IAL biis pieejams tirgd.

CE zimi redzami, salasami un neizdz€Sami piestiprina uz [AL. Ja IAL 1patnibu de] tas

nav iesp€jams vai pamatots to uzliek iepakojumam.

CE zimi piestiprina pirms AL laiSanas tirgi.



Atbilstibas apliecinoSie dokumenti
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* Atbilstibas deklaracija — raZzotajs apliecina IAL atbilstibu
prasibam, t.sk. noradot atsauces uz saskanotajiem standartiem
saistiba ar kuriem tiek deklar€ta atbilstiba, norada pazinoto
struktiiru, kura ir 1esaistita produkta noverteSana

* ES tipa parbaudes sertifikats — izsniedz pazinota strukttira (derigs
ne 1lgak par 5 gadiem)

» TesteSanas parskati — apliecina deklaracija noradito
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Certificate — Ceptmdomkar —

Certificate of Compliance

No. 0P200310.JFI0032

Technical Construction Fil

0. TPJS20030922013

Certificate's Jiangyin Fineway Intemational Co., Ltd.
Holder: No. 118, Kangding Road, Xingiao Town, Jiangyin City,
! Jiangsu province, China

Manufacturer: Changzhou Wujin Dakang Medical Instrument
Factory
No. 9, Chenyang Road, Lijia Town, Wujin area,
Changzhou City, Jiangsu province, China

Certification

ECM Mark:
Product: Medical protective mask
Model(s): PH-1A

Technical Data:  Size: 17.5*9.5cm; Adjustable Nose Clip & 3 Layer Design &
Breathable and Comfortable & Enhanced Protection

Verification to: Standard:
EN 149:2001+A1:2009

related to CE Directive(s):
R 2016/425 (Personal Protective Equipment)

oduct(s) has been verified on

Whereas the
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ertifikati?

CERTIFICATE OF COMPLIANCE

NO: 9000434452-EC

Applicant: Manufacturer:

ZHENYU TECHNOLOGY(BELJING)CO.LTD ZHONGLIANGUOSHANG BIOTECHNOLOGY
UNIT 1, FLOOR 12, BUILDING 3, YARD 1, FUTONG EAST STREET, (BELANG) COL, LTD

CMAOYANG DISTRICT, BELING, CHINA NO.1611, FLOOR 13, BUILDING 5, YARD 10, AONGHUA
SOUTH ROAD, BELING ECONOMIC AND TECHNOLOGICAL

DEVELOPMENT ZONE. BELING
Product:

PROTECTIVE MASK Model:
ZY-FFPI-KNGO, ZY-FFP2-KNOS (1), 2Y-FFP2-KN9S (2],

ZY-FFP2-KNGS (3], ZY-FFPI-KN100. ZY-M (1), Z¥-MI2).

Reference to EC Directive:
2Y-M(3). ZY-MICT), ZY-MIC2)

Tcf(s) orTest Report(s) No.:

TR-2223-456-8009EN.

Aeguaon (EV) 2016435
Sersanal prowctve oasomen (PPE)

Relevant standard (s):

EN 1432001 44112009

REMARKS:

Assexsment of the product(s) and the production process i ot covered by this verification, which has been canied oul on a
oluntary basis 1t is dty and fully responsbity of the MANUTACREY 10 CaTTy out al Pecessary safety assessment of 1he ro-
ductis) according to af reiated EC Directive and Standard(s) before putting o marketiservice, affbing CE mark and issue EU
Dactation of Conformity. The manulactures shat affix CE mark on the productls) accordng 1o 2006/42/EC Aricle 16 and
Arows W, only if the product(s) fuf the relevant ard and the drawn-up of
Canfrmiy,Techvial Fle shoukf be drawn oreech tyafmodel of relsed procec(s by 1 manufaciurer ancior e authorzed
tative 1 order 1o assure conformity wih the exsential health and safety requirements which emonsvate that the ma-
‘chinesy comaies wih the requiremnents of he relaled irectves/sIancards nd must ba compied 1 ane afficial Coar
emunity tanguages. Before placig machinery infa markat/service, $ha manufacturer or his auihorzed ropresentative shal ensura
Mal Whe Techeical File i accordance wilh relaled diectives/stsndards & svaiisbie

The manutactuesr o his authornzed rpresentaive sal keep Tochnical Fie and EU Dsclaration of Canformity avatable for a
Deried of 160 years from e last Gate of mantaciure of the machinery.

The corttcata consists of 1(one) page.

The Certificate is valid Until:Mar 21,2025 Date of Issue:Mar 22,2020

CERTIFICATION MANAGER:

BSI TEST LIMITED
Unit G25 Waterfront Studios, 1 Dock Road, London. E16 IAH

P .
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Y
\
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No. ICR Polska/M8205120 c €

Name and address of ~ GUANGZHOU CITY CHOU YIN ELECTRONIC COMMERCE CO.LTD
certificate owner: Room 303, Block B1,No.29 Hongwei New village west road Haizhu

District Guangzhou
Name and addressof ~ GUANGZHOU CITY CHOU YIN ELECTRONIC COMMERCE CO.LTD
manufacturer: Room 303, Block B1,No.29 Hongwei New village west road Haizhu

District Guangzhou
Product name: face mask
Product types: N95-ZBT-186001, N95-ZBT-186002(Customized size: 200mmx80mm),

ZBT-186003(Customized size: 175mmx35mm)

This certiicate confirms that the product meets the requirements of the following standards
and within limits of its gi ity with essential
of Regulation 2016/425
EN 149:2001+A1:2009
The certification process has been carriell out in accordance with the program PC-P-07-07.

Evaluation has been carried out in accordance with test reports made by Shanghai MICEZ Equipment
Testing & Technical Co,, LTD Laboratory.

No. of test reports: HTT202003122LR
Certificate issue date: 11.03.2020
Expiration date: 10032025

The mutual obligations and rights of the certification are regulated by the contract No. ICR
Polska/2020-8251.

This certificate applies to products having the same attributes (parameters), intended use, that have
been evaluated and meet the requirements of the aforementioned standards.

Director: Rafat Kalinowski

Warsaw, 11.03. 2020 [OF ot

ICR Polska Co. Ltd.
ul. Plac Przymierza 6, 03-944 Warszawa
www icrpolska.com, e-mail: lerpolska@icrqa.com




Markéjums?
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RAPEX datubaze — Safety gate

Aicinam kritiski 1zvertet visu pieejamo mformac:lj un neizvélaties
IAL, ja kada informacija nav noradita pilna apméra vai razotajs nevar.
1iesniegt atbilstibu apliecinoSus dokumentus
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Paldies par uzmanibu!

Ivars Jornins
Ivars.Jornins@ptac.gov.lv



