CEPTH®IKAT BIATIOBIIHOCTI

N006131 . : Cepis CB

OPI'AH 3 OLIIHKW BIAMOBIAHOCTI "
AEPXABHE NIANPUEMCTBO “XAPKIBCbKWW PETOHANIBHWW A
HAYKOBO - BUPOBHUYWI LIEHTP CTAHAAPTUSALIlT, METPONONI TA CEPTU®IKALII

3ate3neueHns GpyHKNIOHYBAHHS KOMILJIEKCHOT
CHCTeMH ynpaBJIiHHSA AKICTIO

(TexuiyHmi pernamMeHT 00 MEAUYHHX BUPOOIB, 1ofaTok 3, BUkiiouaoun myHkTy 8-11)

NeUA.TR.002.CB.3484-24

Bupoonnk TOB «Mepiko-incTpymenTanbHui 3aBoi-Menanapan)
Vkpaina, 67700, Onecbka 061, M. biaropoa-/IHiCTpOBChKHH,
BYJI. MasikoBCbKOTO, 59

BupoGuuurso Vkpaita, 67700, Onecbka 0041. M. Binropoa-nicTpoBChKH,
ByI. MasKoOBCEKOro, 59

Ilpoxyxuis Crepunizatopu mositpsui: [T1-10, I'TI-20, I'TI-40, T'TI-80, I'TI-100,
I'TI-160, I'TI-320, ['T1-320 asoasepuui, I'T1J1-320, I'TII-320
nsonsepuuit, [I1-640, [TI-640, FTIA-1300, xiac pusuky 116, srigno
Jlonarky 2 TexXHIMHOTO perjaMeHTy [OA0 MEAHIHIX BUPOOIR

Opran 3 ouinku  BignosigHocti I "XAPKIBCTAHAAPTMETPOJIOIIA" sassnse, mo
3a3HAaYECHUN BUPOOHWK  BMPOBAAMB CHCTEMY YNpaBiliHHA SKICTIO Ha eranax po3poOKH,
BAPOOHMLITBA | OCTATOYHOT [IEPeBipKKM MEAMYHUX BUPOOIB BIAMOBIAHO [0 AojaTKy 3,
suII0Yaloun  myHkTH  8-11, TeXHiYHOro pernameHTty LIO0A0 MCAMYHHX BHPOOIB, KUK
3aTBEpKeHO roctaHoBoto Kabinety MiuicTpie Yipaitu Bix 02.10.2013 p. No753.

Cucrema ynpasiiiHHs SKICTIO BUpOOHHKA BiiNOBIAAE BIANOBIAHMM MONKOKEHHAM TeXHiuHOro
perniaMeHTy IO0 MEIMMHUX BUPOBIB Ta Tmiassrae nepioaAMuHoOMy HarIsLy.

JL1st po3noBCIofkeHHs Ha pHHKY BHpoGiB kiacy Il gonatkoBo 060B’A3K0BHM €
Ceprudikar nepesipku MpoeKTy.

3giTn: 01/2024TR Bix 19.02.2024 p.

Jara pugaui: 01.04.2024 p.
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JAEKJIAPALIA ITPO BIANNOBIIHICTD
TEXHUYHOMY PETIJIAMEHTY OO0 MEJUYHUX BUPOBIB

Bupo6nuk: TOB «MEJIKQ-IHCTPYMEHTAJIbHHH 34BOJT — MEJTAITAPATy,

Ykpaina, 67700, Odecvka 06n., m. Binzopoo-/Inicmposcokui,
ey1. Maakoecbkozo, 59, koo EAPIIOY 31411528

(Ha3Ba Ta MicLE3HAXOIKEeHHs BUPOOHHKA)

B 0c06i mpekropa TOB «MEJIKO-THCTPYMEHTAJIbHUU 34ABOJI —
MEJAITAPAT» l20pa Bikmoposuyua Koneiiuyka

HiATBEPXKYE, IO BUpoOu MeauyuHi: CrepuiizaTopu nosirpsasi: T'TI-10, T'TI-20, T'TI-40,

I'TI-80, I'TI-100, I'TI-160, I'T1-320, I'TI-320 aBoaBepHuii, FTII-320,
I'TIA-320 nBoaBepHuii, I'TI-640, T'TIT-640, I'TIJI-1300 kox JAKIIII 32.50.12-00.00

(Ha3Ba npoxykuir)

K1ac pusuky: 116

ki BHUrOTOBJISIIOTECS  TOB «Meaiko-iHCTpYMEHTAIBLHUN 3aBoa — Mexanapar,
Yxpaina, 67700, Onecbka 00.1., M. Binropon-/IHicTpoBchbKHif,
BYJI. MasikoBCbKOI0, 59, k00 E/IPIIOY 31411528

(Ha3Ba Ta MiCLE3HAXOKEHHS BUPOOHHMKA)
aapec BUPOOHMYMX MaljaHuuKiB: Ykpaina, 67700, Opecbka 06.., M. Biaropoa-

JuicTpoBebkHuid, BYJ1. MasikoBcbKOro, 59

BinngsinawTe BHMoram TexniyHoro periamMeHTy IIOA0 MeJHYHHX BHPOOIB,
3aTBepaxenoro Ilocranosoro KabGinery MinicrpiB ¥kpainu Bix 02.10.2013 Ne753.

Jeknapauiro cknaoeno Ha niocmasi:

1. Ceprudixar Ha cucreMy ympaiiHHs sKicTio Biamosiano Bumor JCTY EN ISO
13485:2018 «Mennuri Bupobu. Crucrema ynpapiiHHS SKICTIO. BUMOTH /10 pery/iroBaHHs»;
EN ISO 13485:2016 (ISO 13485:2016, idt) “Medical devices — Quality management
systems — Requirements for regulatory purposes”, Bix 29.02.2024 p., 4uHHuIT 10
28.02.2027 p.

2. Cepmuoikar Bianosiguocti Ne UA.TR.002.CB.3484 — 24 Bix 01.04.2024p., unnuuii
no 31.03.2029 p. momo 3abesnedyeHHs GYHKIIOHYBaHHS KOMIUIEKCHOI —CHCTEMU
YIIpaBjliHHA AKicTIO BUMOram TeXHIYHOro periamMenTy o0 MEAMYHUX BUPOOiB.

Cepmudpikamu  euoano [II «XapKiecoKum pezioHANIbHUM HAYKOBO-8UPOOHUY UM
YeHmpom cmanoapmusayii, Memponozii ma cepmudpixayii, Yxpaina, 61002,

M. Xapkis, eyn. Muponocuyska, 36, (amecmamu akpeoumayii NelQ119 ma Ne8O072),
men./(paxc (057)700-37-02 (nomep npuznauenozo opzany Ne UA.TR.002).

Koneituyk Irop Bikroposuu

(TTIB)

nie 10 31.03.2029 poky



CERTIFICATE CERTIFICATE CERTIFICATE CERTIFICATE CERTIFICATE CERTIFICATE CERTIFICATE CERTIFICATE CERTIFICATE

CERTIFICATE

EIROPAS PRODUKCIJAS, PAKALPOJUMU UN VADIBAS SISTEMU
SERTIFIKACIJAS AGENTURA

EUROPEAN CERTIFICATION AGENCY
FOR PRODUCTION, SERVICES
AND MANAGEMENT SYSTEMS

SERTIFIKATS ATBILSTIBAS

CERTIFICATE OF CONFORMITY

Registréts sertifikacijas institiciju registra
Registered at the Record of certification body SIA "Eiropas produkcijas, pakalpojumu un vadibas sistému sertifikacijas agentdra” under Ne

Ne ECA.01.0084-24

Derigs no 17.05.2024 lidz 16.05.2029
Term of validity

Izsniegts sertifikats LLC "Medico- Instrument Plant - Medaparat" (LLC "MIP-M"),

Certificate is issued Street Mayakovsky, 59, Bilhorod-Dnistrovskyi, Odesa region, 67700,
Ukraine

Produkcijas raZotajs LLC "Medico- Instrument Plant - Medaparat" (LLC "MIP-M"),

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

Produkc_ijas Hot air oven for sterilization MIZ-MA

Production (model range according to the Annex Ne 1)

Ieverot prasibas EN 60335-1:2012, EN 60335-1:2012/AC:2014, EN 60335-1:2012/A11:2014, EN

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)

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.

Mark&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
the notified body. This document is issued on the basis of the regulation on the voluntary
mark Eurup' ation Agency for Pyfiductian, Services and Management Systems for
product [easitahes >

Form Fsm-18/02, version 01, valid from 17.12.2021
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