Jekaapanis sixnosinHocTi
{Declaration of conformity)
Nel

3arajbHa Ha3Ba BApoGY:

Common name of medical
device:

Hesemukmit napoBwmii cCTepiIisaTop

Small steam sterilizer

hepeJ1iK Bl;poﬁiB:
List of products:

EnGio S, Enbio PRO

Enbio S, Enbio PRO

Bupotnuk:
Manufacturer:

Eudio Fpoyu AT
Atixenracce 3, 4702 Oencinren, Hlpelinapis

Enbio Group AG
Eichengasse 3, 4702 Oensingen, Switzerland

Bupobuwai ginpHnui:
Manufacturing sites:

EuGio Fpovn AT
Aiixerracce 3, 4702 Oencinret, Hlpeitnapis

Enbio Group AG
Eichengasse 3, 4702 QOensingen, Switzerland

YnopuoBakeHHNI
APe/ICTABHHK:
Authorized representative:

ToBapuctro 3 odMexeroro piamosinaneHicTo «DKEPEIIO-

VKPATHA»
Byl lora Pycrase:ni 33-B, odic 27, Kuis, Yxpaiua, 01033

«JERELO-UKRAINA» LLC
33-B, Shota Rustaveli Street office 27, Kyiv, Ukraine, 01033

CrepuibHicTh:
Sterility:

Hecrepunerui

Non-sterile

@yuknil BUMIpIOBaHH:
Measurement functions:

bes puMiprosaTsHOl PyHKUIT

| Without measuring function

Cepradikar ouinku
BITUOBIIHOCTI:
Certificate of conformity
assessment:

Howmep ceptudixara Bigmopianocti: Ne PR.1189-22
Crpok fil ceprudikaTa BiTIORIIHOCT:

Hilicuuii go: 24 1paeua 2024 p.

TIpuznauenuif Oprad 3 OLIHKY BIANOBITHOCTI Ta HOTO
imerTApIKaIIHEIN KOJ:

ToBapucTRO 3 OOMEKCHOIO BLUTOBIHANLHICTIO
«Yxpatucrxuil Haykosuit [nciutyt Ceprudixaniiy,
UATR.116

Certificate assessment of conformity number: Ne PR.1189-22
Certificate assessment of conformity is valid until:

valid until: May 24, 2024

Conformity assessment body with its identification number:
Limited Liability Company " Ukrainian Scicntific Institute of
Certification ", UA.TR.116

Kaacudikanis:

Kmac 116




Classification: Jlonarok 2, TexHIYHOro perjaMeHTy o0 MeIMYHUX BUPOOIB,
3arBepuKkeHoro [TocranoBoro KabGinety MinicTpiB Ykpainu
Ne753 Bin 2 xostHs 2013 poky), npasuiio 23

Class [Ib (Annex 2, of Technical regulation on Medical
devices approved by Decree of Cabinet of Ministers of
Ukraine Ne753 on 2 October 2013), rule 23

IIpoueaypa oninku Jlonatok 3 (kpim mynkTiB 8-11) Texniunoro periaMeHTy mpo
BIINOBIAHOCTI: MeIn4HI BUpOOH, 3aTBeppKeHOro noctanoBoo KMY Bix
Conformity Assesment 02.10.2013 Ne 753

procedure:

Annex 3 (excluding paragraphs 8-11) of the Technical

Regulation on Medical Devices, approved by the Cabinet of
Ministers of 02.10.2013 Ne 753

Opras 3 oniHKH
BIANIOBIAHOCTI, SIKHIT
BH/IaB cepTHQIKAT Ta Horo
HOMep:

Conformity assessment UA.TR.116

body that issued the ToBapuCTBO 3 06MEXKEHOI0 BiANOBIAANLHICTIO «YKpaiHCbKMIA

certificate and its number: | HAYKOBWIi iHCTUTYT cepTudikauii» (TOB «YHI-CEPT»)

Limited liability company “Ukrainian Scientific Institute of
Certification” (“UNI-CERT” LLC)

Enbio I'poyn AI' nexiapye BHKOHAHHS OCHOBHHX BHMOT JI0 MEIHYHOTO BHPOOY, 3riHO
Honatky 1, TexHiuHoro periamenty, mojao MeAudHHX BUpoOiB Ne753 (Bix 2 xostHs 2013

POKY)

Enbio Group AG declares compliance with the basic requirements for medical products
according to Appendix 1 of the Technical Regulations for medical products No. 753 (dated
2 June 2013)

Texniuna qoKyMeHTANis 3 MiATBepAKeHHs BiANoBiAHOCTI 30epiraeTrses y EnGio I'poyn
AT, Aiixenracce 3, Oencinren 4702, [1IBeiiiapis.

Technical documentation for confirming compliance is stored in Enbio Group AG,
Eichengasse 3, 4702 Oensingen, Switzerland.

\ - Enbio Group AG
f Eichengasse 3 CH-4702 Oensingen
~| CHE-490.037.640 MWST
ITiamaes— ; Hara: 17" Jan. 2022 Micne Buaui Oensingen

Authorized Si Data Place of issue

/



