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Registréts sertifikacijas institiiciju registra
Registered at the Record of certification body SIA "Eiropas produkcijas, pakalpojumu un vadibas sistmu sertifikicijas agentfira” under Ne
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< Ne ECA.01.0084-24 3
= Derigs no 17.05.2024 Iidz 16.05.2029 =
& Term of validity 5
= -t
Izsniegts sertifikats LLC "Medico- Instrument Plant - Medaparat" (LLC "MIP-M"),
o Certificate is issued Street Mayakovsky, 59, Bilhorod-Dnistrovskyi, Odesa region, 67700, =
% Ukraine <
E Produkcijas raZotajs LLC "Medico- Instrument Plant - Medaparat" (LLC "MIP-M"), =
% Manufacturer Street Mayakovsky 59, Bilhorod-Dnistrovskyi, Odesa region, 67700, &
o Ukraine v
o Produkqijas Hot air oven for sterilization MIZ-MA =
< Production (model range according to the Annex Ne 1) <
=1 b
E Ievérot prasibas EN 60335-1:2012, EN 60335-1:2012/AC:2014, EN 60335-1:2012/A11:2014, EN E
& Complies with the 60335-1:2012/A13:2017, EN 60335-1:2012/A1:2019, EN 60335-1:2012/A14:2019, [
@ requirements EN 60335-1:2012/A2:2019, EN 60335-1:2012/A15:2021 =

(related to the Low Voltage Directive 2014/35/EU);

EN IEC 55014-1:2021; EN IEC 55014-2:2021;

EN IEC 61000-3-2:2019, EN IEC 61000-3-2:2019/A1:2021, EN IEC 61000-3-
2:2019/A2:2024;

EN 61000-3-3:2013, EN 61000-3-3:2013/A1:2019, EN 61000-3-3:2013/A2:2021
(related to the Electromagnetic Compatibility Directive 2014/30/EU)
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Papildus informacija This document has been issued on a voluntary basis and at the request of the manufacturer.

Additional information In our opinion, the technical documentation received from the manufacturer regarding the
requirements for electrical Safety: Protection against access to live parts, Power input and
current, Leakage current and electric strength at operating temperature, Moisture resistance,
Leakage current and electric strength, Stability and mechanical hazards, part of requirements
Mechanical strength, Construction, Internal wiring, Supply connection and external flexible
cords, Terminals for external conductors; for EMC: Frequency range 148,5 kHz to 30 MHz
(terminal voltages); Electrostatic discharge; Harmonic current limits; Assessment of voltage
changes, voltage fluctuations and flicker complies with the requirements of the European
Certification Agency for Production, Services and Management Systems certification mark.
The mark of conformity indicated above may be applied to products in accordance with the
Rules for its use. DPSM-18 is available at: www.eucert.pro.
The certificate becomes invalid if the manufacturer makes any changes to the technical
documentation, products or production technology, which was not notified and was not
agreed with the conformity assessment body.

Marké&juma skaidrojumi: ~ Ultimate responsibility related with conformity of product with directive/directives. belongs

Marking Explanations: to manufacturer.

The manufacturer is responsible for the CE marking process and, if necessary, must contact
c G the notified body. This document is issued on the basis of the regulation on the voluntary
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ANNEX Ne 1

SERTIFIKATS ATBILSTIBAS
CERTIFICATE OF CONFORMITY

Registréts sertifikicijas institiiciju registra Ne ECA.01.0084-24
Registered at the Record of certification body under Ne

Derigs no 17.05.2024 lidz 16.05.2029

Term of validity is from

Hot air oven for sterilization MIZ-MA, models:

1. GP-10

2. GP-20

3. GP-40

4. GP-80

5. GP-100

6. GP-160

7. GP-320

8. GP-320 double door
9. GP-640

10. GP-1300

11. GPD-320

12. GPD-320 double door
13. GPD-640

14. GPD-1300

Sertifikacijas institlcijas vaguéft Ruslans Gorlovs

Form FSM-18/02, version 01, valid from 17.12.2021
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DECLARATION of CONFORMITY

1. Product details:

Product: Hot air oven for sterilization MIZ-MA
Model(s): GP-10

GP-20

GP-40

GP-80

GP-100

GP-160

GP-320

GP-320 double door
9. GP-640

10. GP-1300

11. GPD-320

12. GPD-320 double door
13. GPD-640

14. GPD-1300

rae Bl o i R

(Product, model, type or batch or serial number)
2. Manufacturer or Authorized Representative:

Manufacturer:  LLC "Medico- Instrument Plant - Medaparat" (LLC "MIP-M")
Address: Street Mayakovsky 59, Bilhorod-Dnistrovskyi, Odesa region, 67700, Ukraine

3. #This declaration of conformity is issued under the sole responsibility of the manufacturer

4. The object of the declaration described above is in conformity with the relevant Union
harmonisation legislation:

Low Voltage Directive (2014/35/EU); EMC Directive (2014/30/EV)

5. References to the relevant harmonised standards used or references to the other technical
specifications in relation to which conformity is declared:

LVD EMC
EN 60335-1:2012, EN IEC 55014-1:2021;

EN 60335-1:2012/AC:2014,
EN 60335-1:2012/A11:2014,
EN 60335-1:2012/A13:2017
EN 60335-1:2012/A1:2019,
EN 60335-1:2012/A14:2019
EN 60335-1:2012/A2:2019,
EN 60335-1:2012/A15:2021

»
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EN IEC 55014-2:2021;

EN IEC 61000-3-2:2019, EN IEC 61000-3-
2:2019/A1:2021, EN IEC 61000-3-2:2019/A2:2024;
EN 61000-3-3:2013, EN 61000-3-3:2013/A1:2019,
EN 61000-3-3:2013/A2:2021

6. Additional information:

Signed for.and on behalf of:

LLC "MIP-M"

Street Mayakovsky 59,
Bilhorod-Dnistrovskyi, Odesa region,
67700, Ukraine

May 17, 2024

(Place and date of issue)

Ihor KOLEICHUK - Director

(Name, function)

TOBAPHCTRY
. 3 OBMEW EHOyp '?f’
3 Br,rzrrrmumJn.urt:'rm

g




