EU DECLARATION OF CONFORMITY EUROPEAN UNION EC
DIRECTIVES

Directive 2014/30/EU
Directive 2014/35/EU
Directive 2011/65/EU

Systems Catalog numbers
STERITEST® SYMBIO PUMP ‘ SYMBLFHO01, SYMBISLO1, SYMBFLEO1, SYMBFBQO1

e Millipore SAS - 67120 Molsheim (FRANCE) is the applicant of the equipment mentioned
above.

e Millipore SAS Quality Management System is approved by an accredited registering body to
the ISO® 9001 Quality System Standards.

e Millipore SAS certifies that the above referenced equipment is designed and manufactured in
application of the following European Council directives:

DIR2014/30/EU: Relating to Electromagnetic compatibility

DIR2014/35/EU: Relating to electrical equipment designed for use within certain
voltage limits

DIR2011/65/UE: Restriction of the use of certain hazardous substances in electrical

and electronic equipment (RoHS), supplemented by the new
Delegated Directive 2015/863/EU.

Standards to which conformity is declared as applicable are the following:

e EN 62233: 2008: Measurement methods for electromagnetic fields with regard to human
exposure.

e EN 61326-1 (Ed. 2) Electrical equipment for measurement, control and laboratory use - EMC
requirements - Part 1: General requirements

e IEC61010-1 (Ed. 3.1) Safety requirements for electrical equipment for measurement, control
and laboratory use.

SIGNATURE OF DECLARANT:

Christian GUILLERMOND
Medical Devices and Electrical Equipment Regulatory Management

DATE OF DECLARATION: NOV 2023
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DECLARATION OF CONFORMITY
In accordance with UK Government Guidance U K

CA

Statutory Instrument 2016 No 1101
Statutory Instrument 2016 No 1091
Statutory Instrument 2016 No 3032
Systems Catalog numbers

STERITEST® SYMBIO PUMP SYMBLFHO1, SYMBISLO1, SYMBFLEO1, SYMBFBQO1

e Millipore SAS - 67120 Molsheim (FRANCE) is the applicant of the equipment mentioned
above.

e Millipore SAS Quality Management System is approved by an accredited registering body to
the ISO® 9001 Quality System Standards.

e Millipore SAS certifies that the above referenced systems are designed and manufactured in
conformity with the relevant UK Statutory Instruments and their amendments:

2016 No 1101 The Electrical Equipment Safety Regulations 2016
2016 No 1091 The Electromagnetic Compatibility Regulations 2016
2012 No 3032 The Restriction of the Use of Hazardous Substances in Electrical and

Electronic Equipment Regulations 2016

e We hereby declare that the product described above, to which this declaration of conformity
refers to, is in conformity with the essential requirements of the following standards:

- IEC 61326-1 (2012 Ed. 2) Electrical equipment for measurement, control, and laboratory use -
EMC requirements - Part 1: general requirements.

- IEC 61010-1 (Ed. 3.1) Safety requirements for electrical equipment for measurement, control,
and laboratory use.

SIGNATURE OF DECLARANT:

Christian GUILLERMOND
Medical Devices and Electrical Equipment Regulatory Management

DATE OF DECLARATION: NOV 2023
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FCC DECLARATION OF CONFORMITY & ICES

FE

Systems Catalog numbers
STERITEST® SYMBIO PUMP ‘ SYMBLFHO1, SYMBISLO01, SYMBFLEO1, SYMBFBQO1

Millipore SAS - 67120 Molsheim (FRANCE) is the applicant of the equipment mentioned
above.

e Millipore SAS Quality Management System is approved by an accredited registering body to
the ISO® 9001 Quality System Standards.

e Millipore SAS certifies that the above referenced systems are designed and manufactured in
application of the FCC standard and test methods:

e Standards to which conformity is declared as applicable are the following:

STANDARDS (USA):

FCC part 15: 2014 Code of federal regulations

Title 47 - Telecommunication chapter 1- Federal Communication Commission.

Part 15- Radio frequency devices Subpart B- Unintentional Radiators Limits and Methods of
measurement of radio disturbance.

STANDARDS (CANADA):

ICES-003 2017 and 2016

SIGNATURE OF DECLARANT:

==

Christian GUILLERMOND
Medical Devices and Electrical Equipment Regulatory Management

DATE OF DECLARATION: NOV 2023
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IEC SYSTEM FOR MUTUAL RECOGNITION OF TEST A
CERTIFICATES FOR ELECTRICAL EQUIPMENT

(IECEE) CB SCHEME
Systems Catalog numbers
STERITEST® SYMBIO PUMP SYMBLFHO1, SYMBISL01, SYMBFLEO1, SYMBFBQO1

e Millipore SAS - 67120 Molsheim (FRANCE) is the applicant of the equipment mentioned
above.

e Millipore SAS Quality Management System is approved by an accredited registering body to
the ISO® 9001 Quality System Standards.

e Standards to which conformity is declared as applicable are the following:

SAFETY: STANDARD: IEC 61010-1 (ed.3.1)

CB TEST CERTIFICATE: IT-14854/M1
EMC: STANDARD: IEC 61326-1 (ed.2)

CB TEST CERTIFICATE: IT-14933, IT-14934, IT-14935

Access to CB certificate: http://members.iecee.org/

SIGNATURE OF DECLARANT:

Christian GUILLERMOND
Medical Devices and Electrical Equipment Regulatory Management

DATE OF DECLARATION: NOV 2023

©2023 Merck KGaA, Darmstadt, Germany and/or its affiliates. All rights reserved.
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Statement of Conformity to the European Union Directive
2012/19/EU on Waste Electrical and Electronic Equipment

(WEEE)
I
Systems Catalog numbers
STERITEST® SYMBIO PUMP SYMBLFHO1, SYMBISLO1, SYMBFLEO1, SYMBFBQO1

EN - In the European Union, the crossed out wheeled bin symbol shown
here signifies that this product must not be discarded with common solid
waste at the end of its life. Instead, it should be collected as waste electrical
and electronic equipment (WEEE) and sent to a facility where it may be
recycled.

For information regarding how to recycle Merck KGaA, Darmstadt, Germany
electrical and electronic products, please visit our website:

https://www.sigmaaldrich.com/FR/fr/life-science/quality-and-regulatory-
management/recycling

ES - En la Unidén Europea, el simbolo de una papelera con una cruz que se
muestra aqui significa que el producto no debe ser descartado con los
residuos comunes al fin de su vida util. En vez de eso, el producto debe ser
recolectado como residuo de aparatos eléctricos y electrénicos (RAEE, o

_ WEEE) y enviado a una organizaciéon que lo pueda reciclar.

Para mayor informacién respecto de cdmo reciclar aparatos eléctricos y

electronicos de Merck KGaA, Darmstadt, Germany, por favor consulte
nuestro sitio web: https://www.sigmaaldrich.com/FR/fr/life-science/quality-and-regulatory-
management/recycling

FR - Dans I'Union Européenne, le symbole d'une poubelle avec une croix (illustré ici) indique que ce produit
ne peut pas étre éliminé avec les déchets industriels banals. Il doit étre collecté comme Déchet d’Equipement
Electrique et Electronique (DEEE, ou WEEE) et étre envoyé a un organisme spécialisé dans le recyclage d
Déchet d’Equipement Electrique et Electronique

Pour de plus amples informations sur comment recycler les appareils électriques et électroniques de Merck
KGaA, Darmstadt, Germany, s.v.p. consultez notre site web https://www.sigmaaldrich.com/FR/fr/life-
science/quality-and-regulatory-management/recycling

DE - In der Europdischen Union bedeutet das Symbol eines Behalters mit einem Kreuz, wie es hier
dargestellt ist, dass das Produkt am Ende seiner Nutzungsdauer nicht mit dem Restmull entsorgt werden
darf. Stattdessen muss das Produkt wie Elektro— und Elektronik-Altgerate (WEEE) gesammelt und lber eine
Organisation der Wiederverwertung zugefiuhrt werden.

Weitere Informationen Uber das Recycling der Elektro- und Elektronikgerate von Merck KGaA, Darmstadt,
Germany finden Sie auf unserer Website unter https://www.sigmaaldrich.com/FR/fr/life-science/quality-
and-regulatory-management/recycling

©2023 Merck KGaA, Darmstadt, Germany and/or its affiliates. All rights reserved.
The vibrant M, Steritest, Sigma-Aldrich and Millipore are trademarks of Merck,
KGaA, Darmstadt, Germany or its affiliates.

ISO is a Registered Trademark of the International Organization for Standardization.
Detailed information on trademarks is available via publicly accessible resources.
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IT - Nell’'lUnione Europea, i cassoni contrassegnati con il simbolo raffigurato a fianco, stanno a significare
che questi prodotti non dovrebbero essere eliminati con i comuni rifiuti solidi, alla fine della loro vita. Mentre
essi dovrebbero essere raccolti come Rifiuti di Apparecchiature Elettriche ed Elettroniche (RAEE, o WEEE)
ed inviati ai centri di raccolta che effettuano il loro riciclo.

er informazioni che riguardano il come riciclare i prodotti elettrici ed elettronici di Merck KGaA, Darmstadt,
Germany, vi invitiamo a visitare il nosso sito web: https://www.sigmaaldrich.com/FR/fr/life-science/quality-
and-regulatory-management/recycling

PT - Na Unido Europeia, o simbolo de uma lata com um X que é mostrado acima, significa que o(s)
produto(s) ndo deve(m) ser descartado(s) junto com o lixo comum, no final de sua vida util. Em vez disso,
o(s) produto(s) deve(m) ser recolhido(s), como residuos de equipamentos elétricos e/ou eletrénicos (REEE,
o WEEE) e enviado(s) para uma organizagao possa reciclar o(s) mesmo(s)

Para obter mais informagdes sobre como reciclar equipamentos elétricos e eletrénicos da Merck KGaA,
Darmstadt, Germany, consulte nosso site: https://www.sigmaaldrich.com/FR/fr/life-science/quality-and-
regulatory-management/recycling

NL - In de Europese Unie, het symbool van een bak met een kruis dat hier wordt getoond betekent dat het
product niet moet worden weggegooid met het gemeenschappelijke afval na gebruik. In plaats daarvan
moet het product worden verzameld als afgedankt(e) elektrisch(e) en elektronische apparatuur (AEEA of
WEEE) en verzonden worder naar een organisatie die kan recyclen.

Voor meer informatie over hoe u elektrische en elektronische apparatuur te recyclen van Merck KGaA,
Darmstadt, Germany moet recyclen, zie onze website: https://www.sigmaaldrich.com/FR/fr/life-
science/quality-and-regulatory-management/recycling

SE - I Europeiska unionen innebdr symbolen med en 6verkryssad soptunna som visas har, att produkten
nar den &r utsliten inte far slangas tillsammans med vanligt brannbart avfall. Utan i stéllet bér den samlas
in som elektriskt och elektroniskt avfall (WEEE) och skickas till en atervinningscentral.

Fér mer information om hur du 3tervinner elektriska och elektroniska produkter frdn Merck KGaA,
Darmstadt, Germany, se var hemsida: https://www.sigmaaldrich.com/FR/fr/life-science/quality-and-
regulatory-management/recycling

PL - W Unii Europejskiej produktow oznakowanych symbolem przekreslonego kosza po zakornczonym
uzytkowaniu nie nalezy wyrzucac¢ razem z innymi odpadami do smietnika. Tego typu produkty powinny by¢
segregowane jako odpady zuzytego sprzetu elektrycznego i elektronicznego (WEEE Iub ZSEiE) i
przekazywane organizacjom zajmujacym sie recyklingiem.

Wiecej informacji na temat recyklingu sprzetu elektrycznego i elektronicznego Merck KGaA, Darmstadt,
Germany mozna uzyskaé¢ na naszej stronie internetowej: https://www.sigmaaldrich.com/FR/fr/life-
science/quality-and-regulatory-management/recycling

DK - I Den Europaeiske Union betyder et kryds over en affaldscontainer, at produktet ikke ma bortskaffes
som almindeligt affald efter endt levetid. Istedet skal det indsamles som e-affald for elektronik og elektronsik
udstyr (WEEE) og sendes til godkendte anlaeg, hvor det vil blive genbrugt.

For mere information mht. bortskaffelse af Merck KGaA, Darmstadt, Germany s e-affald er du meget
velkommen til at besgge vores hjemmeside: https://www.sigmaaldrich.com/FR/fr/life-science/quality-and-
regulatory-management/recycling

FI - Euroopan Unionin sisalld kuvassa oleva symboli (ristiinvedetyt viivat pyorilla varustetun roskasailién
yli) merkitsee ettei tuotetta saa havittaa tavallisen jdtteen tavoin. Sen sijaan se tulisi kerdta talteen
elektronisena tai sahkolaitteena (WEEE), joka voidaan lahettdd asianmukaiseen kierratyskeskukseen.Merck
KGaA, Darmstadt, Germanyn sahkdisten ja elektronisten laitteiden kierrdtyksesta saa lisatietoa osoitteesta:
https://www.sigmaaldrich.com/FR/fr/life-science/quality-and-regulatory-management/recycling

©2023 Merck KGaA, Darmstadt, Germany and/or its affiliates. All rights reserved.
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AEKI’IapaLI,Mﬂ 0 cooTBecTBUU TeXHUYeCcKUm PernameHtam

EBpa3unitickoro dKoHomuueckoro Coto3a
Declaration of Conformity to the Technical Regulations of Customs

Union (EEC)
Systems Catalog numbers
STERITEST® SYMBIO PUMP SYMBLFHO01, SYMBISLO1, SYMBFLEO1, SYMBFBQO1

e YNOMSAIHYTbIe Bbilue CUCTEMbI Npon3BOoAATCA Ha pabpuke Munnnnop CAC, 67120
Monbcxainm, ®paHuuna (Millipore SAS - 67120 Molsheim - France). Cucrema
yripaBJieHUs1 Ka4eCTBOM AaHHOro NpomM3BoACTBa COOTBECTByeT TpeboBaHUsAM
MNCO 9001, uto noaTBEp>KAEHO AKKpeaUTOBaHHbIM PEryJimpyrowmMm OpraHom .

The systems mentioned above are manufactured in Millipore SAS - 67120 Molsheim - FRANCE -facilities

whose quality management system is approved by an accredited registering body to the ISO®9001
Quality System Standards.

e Mbl noaTBEepXXAaeM, UTO yKa3aHHasA Bbille NpoAyKUuA pa3paboTraHa u U3rotoBsieHa B
COOTBECTBUU C MeXXAYHapOAHbIMU CTaHAapTaMu

We certify that these systems are designed and manufactured in application of the International
standard and test method:

e Ha paHHYI0O NpoAYyKLUMIO NONMIYYEHbI AEeK/lapaLlumM O COOTBECTBUMN TeXHUYECKUM
PernamenHtam Tamo)keHHoro Coro3sa (EBpa3unickoro 9koHommueckoro Corosa):
v "O 6e30nacHOCTM HU3KOBOJIbTHOro o6opyanosaHusa"
TP TC 004/2011
v " DneKTpoMarHMTHass COBMEeCTMMOCTb TEXHUUYECKUX cpeacTs”
TP TC 020/2011

Custom Union Technical Regulations to which conformity is declared as applicable are the following:

v' Safety of Low Voltage Equipment CU TR 004/2011
v Electro-magnetic Compatibility CU TR 020/2011

PerncrpaunoHHbin HoMep aeknapauunn o cooteetcteun: EASC N RU 1-FR.Aq95.B.01232

[aTa perncrpaummn geknapaumm o coorsetrcremun: 15/01/2016

SIGNATURE OF DECLARANT:
. P

Christian GUILLERMOND
Medical Devices and Electrical Equipment Regulatory Management

DATE OF DECLARATION: NOV 2023
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Administrative Measure on the Control of Pollution N
Caused by Electronic Information Products

Systems Catalog numbers

STERITEST® SYMBIO PUMP SYMBLFHO1, SYMBISLO1, SYMBFLEO1, SYMBFBQO1 ‘

e The systems mentioned above are manufactured in Millipore SAS - 67120 Molsheim - FRANCE -facilities
whose quality management system is approved by an accredited registering body to the ISO®9001 Quality
System Standards.

e We certify that these BioMonitoring Instruments are designed and manufactured in application of the
following standard: SJ/T 11364-2006 Marking for the Control of Pollution Caused by EIPs (EIP-A)

P A ER EYRITRE AT R - Table of Hazardous substances’ name

Toxic and hazardous substances and/or elements

Component name EmeaEmlnTsE
vl | - Fhe 1 3 A vl wERS e D ey
ElAE 2 B x i B A BBREE | SRR
(Hg) (Cd) (Pb) (Cr(VI)) (PBB) (PBDE)
Mechanical  Framework - Metal (@] (0] (@] (0] (0] (0]
Parts Housing - Plastic (0] (0] (0] (0] (0] (0]
Tubing and hydraulic connectors (@] (0] (@] (0] (0] (0]
Hydraulical
Parts Pump head (0] (0] O (0] (0] (0]
Manifold (@] (0] (@] (0] (0] (0]
Power cord / cable (0] (0] (0] (0] (0] (0]
Electrical Actuator- Motor -Solenoid valves (0] (0] (0] (0] (0] (0]
Parts Sensors (@] (0] (0] (0] (0] (0]
UV Lamp (0] (0] (0] (0] (0] (0]
Printed PWB substrate/laminate (@] (0] (@] (0] (0] (0]
Circuit
Board
(PWB) Component and Connectors (0] (0] X (0] (0] (0]

O: Tz HH EWREEEME B R A SR ITESTT11363-2006 ek M r a2 R L F

X: ¥rizf SHEHE LEEEARE SR P E R H STT11363-2006 bl MUE fIR R B K

ik ATYE A, MBS A BT ) MEREBEEE T — R, )

O: Indicates that this toxic or Hazardous substances contained in all of the homogeneous materials for this part
is below the limit requirement in SJ/T11363-2006

X: Indicates that this toxic or Hazardous substances contained in at least one of the homogeneous materials
used for this part is above the limit requirement in SJ/T11363-2006

SIGNATURE OF DECLARANT:

e
Christian GUILLERMOND
Medical Devices and Electrical Equipment Regulatory Management

DATE OF DECLARATION: NOV 2023
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