EU DECLARATION OF CONFORMITY -*am

EU PROHLASENI O SHODE

Manufacturer / vyrobce BMT Medical Technology s.r.o., Cejl 157/50, Zabrdovice, CZ 602 00 Brno
IC: 46346996
Co. Reg. no.: C 58436, Regional Court of Brno / Obch. rejstrik KS Brno, spis. zn. C 58436

declare on our own responsibility that the product / prohlasujeme na vlastni odpovédnost, Ze vyrobek

medical device / zdravotnicky steam sterilizer / parni sterilizator
prostredek

trade name / obchodni nazev SELECTOMAT SL
type / typ SPHP

models / modely SPHP S xx-1yy, SPHP S xx-2yy

xx: 446, 636, 559, 666, 669, 969, 6612, 6618, 9612, 9615, 9618, 9621
yy: FD, ED, FDD, FDED, EDFDT, FDFDT

class of medical device / trida zP lla

intended purpose / uréeny Géel Sterilizer intended for use in the healthcare for moist heat sterilization of unwrapped
and wrapped medical devices including invasive devices intended by their
manufacturer for sterilization by moist heat.

Sterilizator urceny k poutziti ve zdravotnictvi ke sterilizaci vihkym teplem nebalenych i
balenych zdravotnickych prostredki véetné invazivnich prostfedki uréenych svymi
vyrobci ke sterilizaci vihkym teplem.

with subassembly pressure-equipment / se sestavou tlakovych zafizeni

category / kategorie category I/ kategorie Il pro objem / for volume 446-559;
category lll / kategorie Il pro objem / for volume 666-9621

description of pressure equipment / | pressure vessel with door intended for assembly into a steam sterilizer /
popis tlakovych zatizeni oteviratelna tlakova nadoba uréena k zabudovani do parniho sterilizétoru

pipelines / potrubi

safety and pressure outfit / bezpe¢nostni a tlakova vystroj

electrically heated pressure vessel for steam generation intended for assembly into a
steam sterilizer (ED, FDED, EDFDT) /

elektricky vytapéna tlakova nadoba pro vyrobu pary uréena k zabudovani do parniho
sterilizatoru (ED, FDED, EDFDT)

meets the provisions of the European Directives and an examination of the quality management system has been carried:
splfiuje ustanoveni evropskych smérnic a ové&feni systému managementu kvality bylo provedeno:

MDD 93/42/EEC, Annex |l excluding par. 4 ‘ MDD 93/42/EEC, pfiloha Il s vyjimkou bodu 4

Notified Body TUV SUD Product Service GmbH, Identification no. 0123
Certificate MDD no. G1 031461 0036 Rev. 01, valid until / platny do: 2024-05

PED 2014/68/EU, Annex Il module H and Article 14 section 6 ’ PED 2014/68/EU, pfiloha Ill modul H a ¢lanek 14 odst. 6

Notified Body TUV SUD Industrie Service GmbH, Identification no. 0036
Certificate PED no. DGR-0036-QS-979-17, valid until / platny do: 2020-06

RoHS 2011/65/EC

The quality management system also complies to Systém fizeni jakosti je rovnéz v souladu s

EN I1SO 9001, EN 1SO 13485 and EN ISO 14001

This declaration is valid for all of the above products, that are | Toto prohlaseni je platné pro viechny vy$e uvedené vyrobky,
marketed after the date of issue and is valid until changes in které jsou uvedené na trh po datu vydani a plati az do doby
the facts contained therein. zmén skutecnosti v ném obsazenych.

Place / misto: Brno Ing. Milan Krajcar i
Date: 2020-01-31 executive / jednatel /Q

Digitally signed by Volcovschi Mihai
Date: 2021.02.10 15:32:19 EET
Reason: MoldSign Signature
Location: Moldova
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Standards applied / pouZité normy:

EN 285:2015 Sterilization — Steam sterilizers — Large sterilizers

EN I1SO 17665-1:2006 Sterilization of health care products — Moist heat

Part 1: Requirements for the development, validation and routine control of a sterilization
process for medical devices

EN 61010-1:2010 Safety requirements for electrical equipment for measurement, control, and laboratory use
Part 1: General requirements

EN 61010-2-040:2015 Safety requirement for electrical equipment for measurement, control and laboratory use

Part 2-040: Particular requirements for sterilizers and washer-disinfectors used to treat
medical materials

EN 61326-1:2013 Electrical equipment for measurement, control and laboratory use — EMC requirements
Part 1: General requirements

for volume / pro objem 446, 636, 666, 669, 969, 6612, 6618, 9612, 9615, 9618, 9621
EN 13445 Unfired Pressure Vessels
EN 14222:2003 Stainless steel shell boilers

for volume / pro objem 559
ASME CODE Sect. VIII, Div. | Unfired Pressure Vessels
ASME CODE Sect. | Stainless steel shell boilers
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