Manufacturer:

Single Registration
Number (SRN):

Authorized
Representative:

Product:

Basic UDI-DI:

Classification:

Declaration of Conformity = STERIS

Class | non-sterile, non-measuring devices

Albert Browne Ltd
Chancery House

Rayns Way

Watermead Business Park
Syston

Leicester

LE7 1PF

UK

STERIS Ireland Ltd

IDA Business and Technology Park
Tullamore

County Offaly

R35 X865

Ireland

Steam Penetration Test Range

See the next page of this declaration for product details.

See the next page of this declaration for Basic UDI-DI details.

Class | non-sterile, non-measuring according to Rule 1 of Annex Vill

We herewith declare that this declaration of conformity is issued under the sole responsibility of the
Manufacturer and that the above-mentioned product(s) meet the provisions of REGULATION (EU)
2017/745 for Medical Devices (MDR) amending Directive 2001/83/EC, Regulation (EC) No 178/2002
and Regulation (EC) No 1223/2009 and repealing Council Directives 90/385/EEC and 93/42/EEC. The
product has been subjected to conformity assessment procedures according to EU MDR. All
supporting documentation is retained on the premises of the manufacturer

1ISO 13485
Certificate(s) #:

Start of CE Marking:

Place, Date of Issue:

Signature:

Signature:

Certificate Number MD 504862

2019-01-24

Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business

Park, Syston, Leicester, LE7 1PF, UK.
2021-10-14

Quality Approval

f(/ﬂ/\MAAWVV/ Date: [ 110 12)

Name and Title: S. Hammond, Quality Director

Regulatory Approval

Name and Title: L. Ballard, Regulatory & Quality Compliance Director

13 Oct 2021
/ 1

SCS-148-TM-005 Declaration of Confdrrnity Template (EU MDR) — Class | non-sterile, non-measuring. Version 2

Page 1 of 44

DoC-LC-TF002-Steam Penetration Test Range
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Product and
Basic UDI-DI:

Declaration of Conformity = STERIS

—

Bowie Dick Test Pack - 0724995LCPENBOWIEDICK23

2310 Specific TST Bowie Dick Test Pack 121°C-124°C / 8 - 8.3 minutes

2352 Specific TST Bowie Dick Test Pack 134°C-137°C / 3.5 minutes

2356 Specific TST Bowie Dick Test Pack Single Use W&H 134°C-137°C /3.5
minutes

2358 Specific TST Bowie Dick Test Pack Eschmann 134°C-137°C / 3 - 3.5 minutes
2368 Specific TST Single Use Bowie Dick Type Test Pack Euronda Autoclaves
134°C /3.5 minutes

2385 Specific Sensor Chemical Indicator Test Sheet _

6536 Specific TST Bowie Dick Test Pack Getinge 134°C-137°C / 3 - 3.5 minutes

Helix Load Test - 0724995LCPENHELIXLOAD37

3780 Specific TST Helix

3781 Specific TST Helix Starter Pack

2367 Euronda TST Helix Daily Steam Penetration Test 132°C - 137°C

Ball Type - 0724995LCPENBALLTYPER2
AB101 Porous & Hollow Steam Penetration Test 134°C-137°C / 3.5 minutes

Helix Load Test-NSK - 0724995LCNSKHELIXTESTEL
9900059 Helix Test for Steam Sterilizers

Top Dent Helix - 0724995LCTOPDENTHELIXGG
121184 Top Dent Helix Daily Steam Penetration Test 132°C - 137°C

W&H Helix - 0724995LCWHHELIXQ5

3784 TST Helix T800203X Daily Steam Penetration Test 132°C - 137°C
3804 TST Helix T800205X Daily Steam Penetration Test 132°C - 137°C
3805 TST Helix T801003X Daily Steam Penetration Test 132°C - 137°C

MELAG Load Test - 0724995LCMELCNTTESTLC55
ME01080 MELAcontrol Helix

Helix or Hollow Load Test Type - 0724995 CESCHMNESHLDVUH
8793436 essential Helix Load Test Device and TST Indicators 134°C / 3.5 minutes

SCS-148-TM-005 Declaration of Conformity Template (EU MDR) - Class | non-sterile, non-measuring. Version 2

Page 2 of 44

DoC-LC-TF002-Steam Penetration Test Range
Issue 14

en




BROWNE| FEKNAPALNA 3A CbOTBETCTBUE = STERIS

Knac | HecTepunHu, HemsmepBeaTenHu Usgenus

Mpoussoguten: Albert Browne Ltd
Chancery House
Rayns Way
Watermead Business Park
Syston
Leicester
LE7 1PF
UK

EnuHeH perucrpauMoHeH -
Homep (EPH)

YnbnHomoweH STERIS Ireland Ltd

npeactaButen: |DA Business and Technology Park
Tullamore
County Offaly
R35 X865
Ireland

WUspnenue: Steam Penetration Test Range
See the next page of this declaration for product details.

OcHoBeH UDI-DI (ynukanen See the next page of this declaration for Basic UDI-DI details.
nAaeHTHdUKaTOpP Ha u3penue-
naeHTUMKATOP Ha uzgenue):
Knacudukauua: Knac | HecTepunHu, HeusmepeaTenHu U3genus CurnacHo npasuno ___ oT
Mpunoxenue VIl

3asBABaMe, Ye HacTosAllaTa Aekfnapauus 3a CLOTBETCTBME Ce u3gaBa Ha MbNHata OTroBOPHOCT
Ha MpowssoauTenss M ropecnoMeHaToTo(uTe) u3genve(s) CbLOTBETCTBA(T) Ha pasnopeabute B
PEFNAMEHT (EQ) 2017/745 3a meauuuHcku usgenus (PMA), uamensw Oupektusa 2001/83/EO,
Pernament (EQ) Ne 178/2002 u PernameHT (EO) Ne 1223/2009, n otmeHsw upexrusu 90/385/EMO
1 93/42/EWO Ha CbBeTa. NsgenueTo e 6Uno NognoxeHo Ha npoueaypu 3a oLeHka Ha CbOTBETCTBUETO
cornacHo PMJ Ha EC. Benyky AONBAHUTENHN AOKYMEHTU Ce CbXpaHsaBaT OT Npov3BoOAUTENS.

Ceprudmkar(u) ISO Certificate Number MD 504862
13485 Ne

Havano Ha 2019-01-24
mapkuposka CE:

MacTo, nata Ha Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business
nsgasaHe: Park, Syston, Leicester, LE7 1PF, UK.
2021-10-14

TexHnuecko onobpexne

Moanuc: f/ / fara: fl il / Z)

Wme n
AnwxHocT: S. Hammond, Quality Director

PerynatopHo ono6peHue

13 Oct 2021
Moanuc: W RDara: / /

Ume n
anbxHoct: L. Ballard, Regulatory & Quality Compliance Director

SCS-148-TM-005 O6pasel Ha [leknapaumsa 3a choTeeTcTeue (EC PMI) — Knac | Hectepunii, Hensmepeatensu Bepcus 2

Page 3 of 44 DoC-LC-TF002-Steam Penetration Test Range
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BROUINE| PEKNAPALIS 3A COTBETCTBUE = STERIS

Usnenue & Bowie Dick Test Pack - 0724995LCPENBOWIEDICK23
Ocnomen UDI-DI 2352 Specific TST Bowie Dick Test Pack 134°C-137°C / 3.5 minutes
(yHukaneH
ungentudukarop Helix Load Test - 0724995LCPENHELIXLOAD37
Ha uznenue- 2367 Euronda TST Helix Daily Steam Penetration Test 132°C - 137°C
noeHTUdUKaTop
Ha u3penue):

SCS-148-TM-005 Obpasey Ha Heknapauus 3a cbomeememeue (EC PML) — Knac | Hecmepunnu, HeusMepeamerHu  Bepcus 2

Page 4 of 44 DoC-LC-TF002-Steam Penetration Test Range
Issue 14
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BROWNE PROHLASENIi O SHODE = STERIS

Trida | nesterilni, nemérici zarizeni

Vyrohce: Albert Browne Ltd
Chancery House
Rayns Way
Watermead Business Park
Syston
Leicester
LE7 1PF
UK

Jedineéné -
registraéni cislo
(SRN)
Opravnény STERIS Ireland Lid
zastupce: DA Business and Technology Park
Tullamore
County Offaly
R35 X865

Ireland

Vyrobek: Steam Penetration Test Range
See the next page of this declaration for product details.

Zakladni UDI-DI: See the next page of this declaration for Basic UDI-DI details. A
Klasifikace: Tiida | nesterilni, neméfici zafizeni, podie Pravidla 1 Pfilohy Vil

Prohlasujeme timto, Ze toto prohlaseni o shodé se vydava na vyhradni odpovédnost Vyrobce a Ze vyse
uvedeny/-é produkt(y) splfiuje/-i pozadavky NARIZENI EP A RADY (EU) &. 2017/745 o zdravotnickych
prostfedcich (MDR), zm&n& smérnice 2001/83/ES, nafizeni (ES) &. 178/2002 a nafizeni (ES) ¢.
1223/2009 a o zrudeni smérnic Rady 90/385/EHS a 93/42/EHS. Vyrobek byl podroben postupiim pro
posouzeni shody podle EU MDR. Ves$kera podplrna dokumentace je uloZena v prostorach vyrobce.

C. certifikatu/-0 ISO Certificate Number MD 504862
13485:

Zahajeni ziskani 2019-01-24
oznaceni CE:

Misto, datum Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business
vystaveni: Park, Syston, Leicester, LE7 1PF, UK.
2021-10-14

Technické schvaleni

Podpis: f'(/ /‘ Datum: _(‘I 1 / Z’

Jméno atitul: S. Hammond, Quality Director
Regulatorni souhlas

Podpis: W Datum: 13 Pct2041

Jméno atitul: L. Balllard, Regulatory & Quality Compliance Director

SCS-148-TM-005 Vzor prohlaSeni o shodé (EU MDR) — _Trida I nesterilni, neméfici  Verze 2
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BROWNE PROHLASENI| O SHODE = STERIS

Vyrobek & Bowie Dick Test Pack - 0724995LCPENBOWIEDICK23
Zakladni UDI- 2352 Specific TST Bowie Dick Test Pack 134°C-137°C / 3.5 minutes
DI: 2356 Specific TST Bowie Dick Test Pack Single Use W&H 134°C-137°C/ 3.5
minutes

Helix Load Test - 0724995LCPENHELIXLOAD37

3780 Specific TST Helix

3781 Specific TST Helix Starter Pack

2367 Euronda TST Helix Daily Steam Penetration Test 132°C - 137°C

Top Dent Helix - 0724995LCTOPDENTHELIXGG
121184 Top Dent Helix Daily Steam Penetration Test 132°C - 137°C

W&H Helix - 0724995LCWHHELIXQ5
3804 TST Helix T800205X Daily Steam Penetration Test 132°C - 137°C
3805 TST Helix T801003X Daily Steam Penetration Test 132°C - 137°C

MELAG Load Test - 0724995LCMELCNTTESTLCS55
MEO01080 MELAcontrol Helix

Ball Type - 0724995LCPENBALLTYPER2
AB101 Porous & Hollow Steam Penetration Test 134°C 137°C / 3.5 minutes

SCS-148-TM-005 Vzor prohlaseni o shodé (EU MDR) — _Tiida | nesterilni, neméfici  Verze 2
Page 6 of 44 DoC-LC-TF002-Steam Penetration Test Range
Issue 14




mm“““ Overensstemmelseserklaering = STERIS

Klasse | ikke-sterile, ikke-malende enheder

Producent: Albert Browne Ltd
Chancery House

Rayns Way
Watermead Business Park
Syston
Leicester
LE7 1PF
UK

Enkelt -

registreringsnummer
(SRN):

Autoriseret STERIS Ireland Ltd
reprasentant: |DA Business and Technology Park
Tullamore
County Offaly
R35 X865
Ireland

Produkt: Steam Penetration Test Range
See the next page of this declaration for product details.

Basal UDI-DI: See the next page of this declaration for Basic UDI-DI details.

Klassificering: Klasse | ikke-steril, ikke-malende enheder i henhold til regel 1 i bilag VI

Vi erklerer hermed, at denne overensstemmelseserkieering er udstedt udelukkende under
producentens ansvar for, at det/de ovennazevnte produkt(er) lever op til bestemmelserne under
REGULATIV (EF) 2017/745 for medicinsk udstyr (MDR), der ajourfarer direktiv 2001/83/EU, regulativ
(EV) nr. 178/2002 og regulativ (EU) nr. 1223/2009 og ophaever de lokale direktiver 90/385/EQF og
93/42/E@F. Produktet er blevet underlagt overensstemmelsesvurderingsprocedurer i
overensstemmelse med EU MDR. Al supplerende dokumentation er indhentet pa producentens
praemisser.

ISO 13485 Certifikat(er) Certificate Number MD 504862
‘ nr.
Start pa CE-maerkning: 2019-01-24

Sted, udstedelsesdato: Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business
Park, Syston, Leicester, LE7 1PF, UK.
2021-10-14

Teknisk godkendelse

Underskrift: J‘ '(/ W Dato: J; 1101 T

Navn og titel: S. Hammond, Quality Director

Lovmaessig godkendelse

13 Oct 2021
Underskrift: Dato: / /

Navn og titel: L. Ballard, Regulatory & Quality Compliance Director

SCS-148-TM-005 Skabelon il overensstemmelseserklaering (EU MDR) — Kiasse | ikke-steril, ikke-méalende Version 2

Page 7 of 44 DoC-LC-TF002-Steam Penetration Test Range
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Bnomni Overensstemmelseserklzering = STERIS

Produkt &
Basal UDI-
Dl:

SCS-148-TM-005 Skabelon til overensstemmelseserkleering (EU MDR) — Klasse | ikke-steril, ikke-malende

Page 8 of 44

Bowie Dick Test Pack - 0724995LCPENBOWIEDICK23
2310 Specific TST Bowie Dick Test Pack 121°C-124°C / 8 - 8.3 minutes
2352 Specific TST Bowie Dick Test Pack 134°C-137°C / 3.5 minutes

Helix Load Test - 0724995LCPENHELIXLOAD37

3780 Specific TST Helix

3781 Specific TST Helix Starter Pack

2367 Euronda TST Helix Daily Steam Penetration Test 132°C - 137°C

Ball Type - 0724995LCPENBALLTYPER2
AB101 Porous & Hollow Steam Penetration Test 134°C-137°C / 3.5 minutes

Helix Load Test-NSK - 0724995LCNSKHELIXTESTEL
0900059 Helix Test for Steam Sterilizers

Top Dent Helix - 0724995LCTOPDENTHELIXGG
121184 Top Dent Helix Daily Steam Penetration Test 132°C - 137°C

W&H Helix - 0724995LCWHHELIXQ5
3804 TST Helix T800205X Daily Steam Penetration Test 132°C - 137°C
3805 TST Helix T801003X Daily Steam Penetration Test 132°C - 137°C

MELAG Load Test - 0724995LCMELCNTTESTLCS55
ME01080 MELAcontrol Helix

Version 2

DoC-LC-TF002-Steam Penetration Test Range

Issue 14

da




IIHIIIIIIIE Konformitétserklérung =STERIS

Nicht sterile Vorrichtungen der Klasse | ohne Messfunktion

Hersteller: Albert Browne Ltd
Chancery House

Rayns Way
Watermead Business Park
Syston
Leicester
LE7 1PF
UK
Einmalige -
Registrierungsnummer
(SRN):

Autorisierter Vertreter: STERIS Ireland Ltd
IDA Business and Technology Park
Tullamore
County Offaly
R35 X865
Ireland

Produkt: Steam Penetration Test Range
See the next page of this declaration for product details.

Basis-UDI-DI: See the next page of this declaration for Basic UDI-DI details.

Klassifizierung: Klasse | nicht sterile Vorrichtungen ohne Messfunktion, gemaR Regel 1
von Anhang Vill

Wir erkldren hiermit, dass diese Konformitatserklarung unter der alleinigen Verantwortung des
Herstellers ausgestellt wird und dass das oben genannte Produkt bzw. die oben genannten Produkte
die Bestimmungen der VERORDNUNG (EU) 2017/745 fiir Medizinprodukte (MDR) zur Anderung der
Richtlinie 2001/83/EG, der Verordnung (EG) Nr. 178/2002 und der Verordnung (EG) Nr. 1223/2009
sowie zur Aufhebung der Richtlinien 90/385/EWG und 93/42/EWG des Rates erflllen. Das Produkt
wurde den Konformitdtsbewertungsverfahren gemd EU MDR unterzogen. Die gesamte
Begleitdokumentation wird beim Hersteller aufbewahrt.

1IS0O-13485-Zertifikat(e) Certificate Number MD 504862
Nr.:

Beginn der CE- 2019-01-24
Kennzeichnung:
Ort, Datum der Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business
Ausstellung: Park, Syston, Leicester, LE7 1PF, UK.
2021-10-14

Technische Zulassung

Unterschrift: {. (/M -

Name und Titel: S. Hammond, Quality Director

_Datum: fl_/ﬂ IZ}

Marktzulassung

13 Oct 2021

Unterschrift: W Datum: / /

Name und Titel: L. Ba[llard, Regulatory & Quality Compliance Director

SCS-148-TM-005 Vorlage fiir Konformitatserkidrung (EU MDR) — Klasse |, nichtsteril, ohne Messfunktion Version 2

Page 9 of 44 DoC-L.C-TF002-Steam Penetration Test Range
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Bnnum[ Konformitatserklarung | = STERIS

Produkt &
Basis-UDI-
Dl:

Bowie Dick Test Pack - 0724995 CPENBOWIEDICK23

2310 Specific TST Bowie Dick Te st Pack 121°C-124°C / 8 - 8.3 minutes

2352 Specific TST Bowie Dick Test Pack 134°C-137°C / 3.5 minutes

2356 Specific TST Bowie Dick Test Pack Single Use W&H 134°C-137°C / 3.5 minutes
6536 Specific TST Bowie Dick Test Pack Getinge 134°C-137°C / 3 - 3.5 minutes

Helix Load Test - 0724995LCPENHELIXLOAD37

3780 Specific TST Helix

3781 Specific TST Helix -Starter Pack

2367 Euronda TST Helix Daily Steam Penetration Test 132°C - 137°C

Ball Type - 0724995LCPENBALLTYPER2
AB101 Porous & Hollow Steam Penetration Test 134°C-137°C / 3.5 minutes

Helix Load Test-NSK - 0724995LCNSKHELIXTESTEL
9900059 Helix Test for Steam Sterilizers '

Top Dent Helix - 0724995LCTOPDENTHELIXGG
121184 Top Dent Helix Daily Steam Penetration Test 132°C - 137°C

W&H Helix - 0724995LCWHHELIXQ5
3804 TST Helix T800205X Daily Steam Penetration Test 132°C - 137°C
3805 TST Helix T801003X Daily Steam Penetration Test 132°C - 137°C

MELAG Load Test - 0724995LCMELCNTTESTLC55
MEO01080 MELAcontrol Helix

SCS-148-TM-005 Vorlage fiir Konformitétserkldrung (EU MDR) - Klasse |, nichtsteril, ohne Messfunktion Version 2
Page 10 of 44 DoC-LC-TF002-Steam Penetration Test Range
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BH“““IE AHAQZH ZYMMOP®Q2HZ = STERIS

KAdon | yun ammooTelpwpéVeG, Xwpig opyavoloyia HETPNONG TUOKEUEG

KaraokevaoTig: Albert Browne Lid
Chancery House
Rayns Way
Watermead Business Park
Syston
Leicester
LE7 1PF
UK

Eviaiog ApiBpég
Karaxwpiong (SRN):
Efoucoiodornuévogc STERIS ireland Ltd
avrirpéowtrog: |DA Business and Technology Park
Tullamore
County Offaly
R35 X865
Ireland

Mpoidv: Steam Penetration Test Range
See the next page of this declaration for product details.

Baoikdg UDI-DI:  See the next page of this declaration for Basic UDI-DI details.

TaSivopunon: KAdan | un amooTelpwEVES, Xwpig opyavoloyia PETPNONG CUOKEUEG
gupgwva e Tov Kavova 1 tou Mapaptrjparog Vil

AnAGDVOUPE PE TO TTAPOV 6T N TTapoUod SHAWON CUMHOPQWONG EKBIBETAI PE OTTOKAEIGTIKNA EUBUVN TOU
KaTaokeuaoTh Kal 6Tl To(-0) TTPOavAQEPOUEVO(-Q) TTPOIOV(-Ta) CUMHOPPUIVETAI(-OVTAI) WE TIG DIaTAEEIS
Tou KANONIZMOY (EE) 2017/745 yia T 1GTPOTEXVOAQYIKG Trpoidvia (MDR), yia Tnyv TpoTroTmoinan ng
odnyiag 2001/83/EK, Tou kavoviopou (EK) api. 178/2002 kai Tou kavoviopoU (EK) api8. 1223/2009
Kal yIo TNV Katapynon twv odnyiov Tou ZupBouliou 90/385/ECK kai 93/42/EOK. To mpoidv £xel
uTroRANBEl o€ BIadIKACIES AEIOAGYNONG CUHNOPQWONG cUNGWVa pe Tov kavoviopd EE MDR. Oha ta
BikaroAoynTiKG £yypaga SiatneoUvTal OTIC EYKATAOTACEIG TOU KATAOKEUAOTH

MoTomroinTik6(-d) Certificate Number MD 504862
1ISO 13485 #:
‘Evapén onuavong 2019-01-24
CE:

Témog, Huepopnvia  Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business
ékdoong: Park, Syston, Leicester, LE7 1PF, UK.
2021-10-14

Texvikni} éykpion

Y A: -
TovpeR 1‘ '/ WM/V\AM'V\/ Hpepopnvia: J 1 o l)

Ovopacia Kal
TitAog: S. Hammond, Quality Director

KavovioTiki éykpion

a . 13 Oct 2021
Ymoypa®n: W Huepounvia: / /

Ovouacia kai
TitAog: L. Ballard, Regulatory & Quality Compliance Director

SCS-148-TM-005 YTédenyor ARMIGNS CUMLGPPLIOTC (KWM_OPSEEEM;D@:R)\M&E]T HIN CTOOTEIPWHEVES, XWPIC OpyavoAoyia PETPRaNg
KBoon

Page 11 of 44 DoC-LC-TF002-Steam Penetration Test Range
Issue 14




nnnwni AHAQZH ZYMMOP®QZH2 = STERIS |«

Mpoiév & Bowie Dick Test Pack - 0724995LCPENBOWIEDICK23
Baoik6¢ 2310 Specific TST Bowie Dick Test Pack 121°C-124°C / 8 - 8.3 minutes
UDI-DI;
Helix Load Test - 0724995LCPENHELIXLOAD37
2367 Euronda TST Helix Daily Steam Penetration Test 132°C - 137°C

SCS-148-TM-005 Ymddarypa AfAwaong oupudpewons (kavoviouds EE MDR) — KAdon | pn arrooTeipwpéves, Xwpic opyavohoyia pérpnang ‘ExSoon 2

Page 12 of 44 DoC-LC-TF002-Steam Penetration Test Range
Issue 14



nnnmni Declaracion De Conformidad = STERIS

Clase | no estéril, dispositivos sin funcién de medicion

Fabricante: Albert Browne Ltd
Chancery House
Rayns Way
Watermead Business Park
Syston
Leicester
LE7 1PF
UK

Numero de registro
unico (NRU):
Representante STERIS Ireland Ltd
autorizado: |IDA Business and Technology Park
Tullamore
County Offaly
R35 X865
Ireland

Producto: Steam Penetration Test Range
See the next page of this declaration for product details.

UDI-DI basico: See the next page of this declaration for Basic UDI-DI details.

Clasificacién: Clase | no estéril, dispositivos sin funcion de medicién, segun la regla 1
del anexo VI

Por la presente manifestamos que esta declaracion de conformidad se emite bajo la exclusiva
responsabilidad del fabricante y que los productos mencionados cumplen las disposiciones del
REGLAMENTO (UE) 2017/745 de dispositivos médicos (MDR, por sus siglas en inglés) por el que se
modifican la Directiva 2001/83/CE, el Reglamento (CE) n.°178/2002 y el Reglamento (CE)
n.° 1223/2009 y se derogan las Directivas 90/385/CEE y 93/42/CEE del Consejo. El producto se ha
sometido a procedimientos de evaluacién de la conformidad de acuerdo con el MDR de la UE. Toda
la documentacién de apoyo se conserva en las instalaciones del fabricante.

N.° de certificado(s) Certificate Number MD 504862
ISO 13485:

Inicio de la marca 2019-01-24
CE:

Lugar y fechade Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business
publicacion: Park, Syston, Leicester, LE7 1PF, UK.
2021-10-14

Aprobacion técnica

Firma: ,{./M\AMAMM/‘/ Fecha: f/ 10 IZ/

Nombre y cargo: S. Hammond, Quality Director

es

Aprobacion reglamentaria

W 13 Oct 2021
Firma: Fecha: / /

Nombre y cargo: L. Ballard, Regulatory & Quality Compliance Director

SCS-148-TM-005 Plantilla de declaracion de conformidad en virtud del Reglamento sobre productos sanitarios de la Unién
Europea - Clase | no estéril, sin funcién de medicion Version 2

Page 13 of 44 DoC-LC-TF002-Steam Penetration Test Range
Issue 14




BROWNE Declaracién De Conformidad = STERIS

Producto Bowie Dick Test Pack - 0724995LCPENBOWIEDICK23

& UDI-DI
basico:

SCS-148-TM-005 Plantilla de declaracién de conformidad en virtud del Reglamento sobre productos sanitarios de la Unién Europea -

2310 Specific TST Bowie Dick Test Pack 121°C-124°C / 8 - 8.3 minutes

2352 Specific TST Bowie Dick Test Pack 134°C-137°C / 3.5 minutes

2356 Specific TST Bowie Dick Test Pack Single Use W&H 134°C-137°C / 3.5 minutes
6536 Specific TST Bowie Dick Test Pack Getinge 134°C-137°C / 3 - 3.5 minutes

Helix Load Test - 0724995LCPENHELIXLOAD37

3780 Specific TST Helix

3781 Specific TST Helix Starter Pack i

2367 Euronda TST Helix Daily Steam Penetration Test 132°C - 137°C

Ball Type - 0724995LCPENBALLTYPER2
AB101 Porous & Hollow Steam Penetration Test 134°C-137°C / 3.5 minutes

Helix Load Test-NSK - 0724995LCNSKHELIXTESTEL
00900059 Helix Test for Steam Sterilizers

Top Dent Helix - 0724995LCTOPDENTHELIXGG
121184 Top Dent Helix Daily Steam Penetration Test 132°C - 137°C

W&H Helix - 0724995LCWHHELIXQ5

3804 TST Helix T800205X Daily Steam Penetration Test 132°C - 137°C
3805 TST Helix T801003X Daily Steam Penetration Test 132°C - 137°C

Clase | no estéril, sin funcion de medicién Versién 2

Page 14 of 44 DoC-LC-TF002-Steam Penetration Test Range
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mmumE Vastavusdeklaratsioon = STERIS

| klassi mittesteriilsed médtefunktsioonita seadmed

Tootja: Albert Browne Ltd
Chancery House
Rayns Way
Watermead Business Park
Syston
Leicester
LE7 1PF
UK

Unikaalne
registreerimisnumber
Volitatud esindaja: STERIS Ireland Ltd
IDA Business and Technology Park
Tullamore
County Offaly
R35 X865
Ireland

Toode: Steam Penetration Test Range
See the next page of this declaration for product details.

Pohi-UDI-DI:  See the next page of this declaration for Basic UDI-DI details.
Liigitus: Klass | mittesteriilsed madtefunktsioonita seadmed Vil lisa reegli 1 pohjal

Kinnitame, et siinne vastavusdeklaratsioon on avaldatud tootja ainuvastutusel ning eelnimetatud tooted
on kooskdlas maarusega (EL) 2017/745, milles kasitletakse meditsiiniseadmeid, millega muudetakse
direktiivi 2001/83/EU, maarust (EU) nr178/2002 ja mairust (EU) nr 1223/2009 ning millega
tunnistatakse kehtetuks ndukogu direktiivid 90/385/EMU ja 93/42/EMU. Toode on labinud
vastavushindamise kooskélas Euroopa Liidu meditsiiniseadmete madrusega. Koiki tGendavaid
dokumente séilitatakse tootja territooriumit.

1SO 13485 Certificate Number MD 504862
sertifikaadi
(sertifikaatide) nr:
CE-margistuse algus: 2019-01-24

Viljastamise koht ja Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business
kuupdev: Park, Syston, Leicester, LE7 1PF, UK.
2021-10-14

Tehniline heakskiit

Allkiri: {'/M Kuupiev: !_ I10 1 Z/

Nimi ja
ametinimetus: S. Hammond, Quality Director

Regulatoorne heakskiit

13 Oct 2021
Allkiri: W Kuupdev: | |
Nimi ja ‘
ametinimetus: L. Ballard, Regulatory & Quality Compliance Director
SCS-148-TM-005 vastavusdeklaratsiooni vorm (EL-i MDR) — | klassi mittesteriilsed mddtefunktsioonita versioon 2
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Bnnumi Vastavusdeklaratsioon = STERIS

Toode & P6hi- Bowie Dick Test Pack - 0724995LCPENBOWIEDICK23
UDI-DI: 2352 Specific TST Bowie Dick Test Pack 134°C-137°C / 3.5 minutes

Helix Load Test - 0724995 CPENHELIXLOAD37
2367 Euronda TST Helix Daily Steam Penetration Test 132°C - 137°C

Top Dent Helix - 0724995LCTOPDENTHELIXGG
121184 Top Dent Helix Daily Steam Penetration Test 132°C - 137°C

SCS-148-TM-005 vastavusdeklaratsiooni vorm (EL-i MDR) — | klassi mittesteriilsed médtefunktsioonita versioon 2
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Bnowni Vaatimustenmukaisuusvakuutus = STERIS

Luokan | epéasteriilit, ei mittaavat laitteet

Valmistaja: Albert Browne Ltd
Chancery House

Rayns Way
Watermead Business Park
Syston
Leicester
LE7 1PF
UK
Yksilollinen -
rekisterdintitunnus
(SRN):

Valtuutettu edustaja: STERIS Ireland Ltd
IDA Business and Technology Park
Tullamore
County Offaly
R35 X865
Ireland

Tuote: Steam Penetration Test Range
See the next page of this declaration for product details.

Perustasoinen UDI- See the next page of this declaration for Basic UDI-DI details.
DI:
Luokitus: Luokan | epasteriilit, ei mittaavat laitteet liitteen VIl sddnnén 1 mukaan

limoitamme taten, ettd tama vaatimustenmukaisuusvakuutus on julkaistu valmistajan yksinomaisella
vastuulla ja ylld mainitut tuotteet noudattavat Euroopan parlamentin ja neuvoston ASETUSTA (EU)
2017/745 laakinnallisista laitteista (MDR), joka muuttaa direktiivida 2001/83/EY, asetusta (EY)
N:0 178/2002 ja asetusta (EY) N:0 1223/2009 ja kumoaa neuvoston direktiivit 90/385/ETY ja
93/42/ETY. Tuote on arvioitu vaatimustenmukaisuuden arviointitoimenpiteillda EU MDR:n perusteella.
Kaikki tukiasiakirjat sailytetasdn valmistajan tiloissa.

ISO 13485 - Certificate Number MD 504862
sertifikaattien
numerot:
CE-merkinndn 2019-01-24
alkamispaivamaara:

Paikka, Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business
antamispaivamadra: Park, Syston, Leicester, LE7 1PF, UK.
2021-10-14

Tekninen hyvaksynta

Allekirjoitus: f / WAAMMA/ Paivamaara: .( 1101 2)

Nimi ja titteli: S. Hammond, Quality Director

Saantelyn mukainen hyviksynta

W 13 Oct 2021
Allekirjoitus: Pdivimaara: 1 /

Nimi ja titteli: L. Ballard, Regulatory & Quality Compliance Director

SCS-148-TM-005 Vaatimustenmukaisuusvakuutusmallipohja (EU MDR) - Luckan | epéasteriili, ei mittaava Versio 2
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Blmum[ Vaatimustenmukaisuusvakuutus = STERIS

Tuote & Bowie Dick Test Pack - 0724995LCPENBOWIEDICK23
Perustasoinen 2310 Specific TST Bowie Dick Test Pack 121°C-124°C / 8 - 8.3 minutes
UDI-DI: 2352 Specific TST Bowie Dick Test Pack 134°C-137°C / 3.5 minutes

Helix Load Test - 0724995LCPENHELIXLOAD37

3780 Specific TST Helix

3781 Specific TST Helix Starter Pack

2367 Euronda TST Helix Daily Steam Penetration Test 132°C - 137°C

Ball Type - 0724995LCPENBALLTYPER2

AB101 Porous & Hollow Steam Penetration Test 134°C-137°C / 3.5 minutes

Helix Load Test-NSK - 0724995LCNSKHELIXTESTEL
9900059 Helix Test for Steam Sterilizers

Top Dent Helix - 0724995LCTOPDENTHELIXGG
121184 Top Dent Helix Daily Steam Penetration Test 132°C - 137°C

W&H Helix - 0724995LCWHHELIXQ5
3804 TST Helix T800205X Daily Steam Penetration Test 132°C - 137°C
3805 TST Helix T801003X Daily Steam Penetration Test 132°C - 137°C

MELAG Load Test - 0724995LCMELCNTTESTLC55
ME01080 MELAcontrol Helix

SCS-148-TM-005 Vaatimustenmukaisuusvakuutusmallipohja (EU MDR) — Luokan | epésteriili, ei mittaava

Versio 2
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nm]umE Déclaration de Conformité = STERIS

Classe | non stérile, dispositifs sans fonction de mesure

Fabricant: Albert Browne Ltd
Chancery House

Rayns Way
Watermead Business Park
Syston
Leicester
LE7 1PF
UK
Numéro -
d’enregistrement
unique (NEU):

Représentant STERIS ireland Ltd
autorisé: [IDA Business and Technology Park
Tullamore-
County Offaly
R35 X865
Ireland

Produit: Steam Penetration Test Range
See the next page of this declaration for product details.

IUD-ID de base: See the next page of this declaration for Basic UDI-DI details.

Classification: Classe | non stérile, dispositifs sans fonction de mesure, conformément a la
régle 1 de 'annexe VIli

Nous déclarons par la présente que cette déclaration de conformité est établie sous la seule
responsabilité du fabricant et que le ou les produits susmentionnés satisfont aux dispositions du
réglement (UE) 2017/745 relatif aux dispositifs médicaux (MDR) modifiant la directive 2001/83/CE, le
réglement (CE) no 178/2002 et le réglement (CE) no 1223/2009 et abrogeant les directives du
Conseil 90/385/CEE et 93/42/CEE. Ce produit a été soumis aux procédures d'évaluation de la
conformité selon 'EU MDR. L'’ensemble de la documentation justificative est conservée dans les locaux
du fabricant

ISO 13485 Numéro Certificate Number MD 504862
de certificat(s) :

Début du marquage 2019-01-24
CE:
Lieu, date de Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business
délivrance: Park, Syston, Leicester, LE7 1PF, UK.
2021-10-14

Approbation technique

Signature: _f_/Wﬁ/ - Date: 4 112 17)

Nom et titre: 8. Hammond, Quality Director

Approbation réglementaire

13 Oct 2021
Signature: W Date: / /

Nom et titre: L. Ballard, Regulatory & Quality Compliance Director

SCS-148-TM-005 (SCS-148-TM-005) Modele de dédaration de conformité (EU MDR) - Classe | non stérile, sans fonction de mesure  Version 2
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Produit &
IUD-ID de
base:

Déclaration de Conformite =STERIS |+#

Bowie Dick Test Pack - 0724995LCPENBOWIEDICK23

2310 Specific TST Bowie Dick Test Pack 121°C-124°C / 8 - 8.3 minutes

2352 Specific TST Bowie Dick Test Pack 134°C-137°C / 3.5 minutes

2356 Specific TST Bowie Dick Test Pack Single Use W&H 134°C-137°C / 3.5 minutes
6536 Specific TST Bowie Dick Test Pack Getinge 134°C-137°C / 3 - 3.5 minutes

Helix Load Test - 0724995 CPENHELIXLOAD37

3780 Specific TST Helix

3781 Specific TST Helix Starter Pack

2367 Euronda TST Helix Daily Steam Penetration Test 132°C - 137°C

Ball Type - 0724995LCPENBALLTYPER2
AB101 Porous & Hollow Steam Penetration Test 134°C-137°C / 3.5 minutes

Helix Load Test-NSK - 0724995LCNSKHELIXTESTEL
9900059 Helix Test for Steam Sterilizers

Top Dent Helix - 0724995LCTOPDENTHELIXGG
121184 Top Dent Helix Daily Steam Penetration Test 132°C - 137°C

W&H Helix - 0724995LCWHHELIXQ5
3804 TST Helix T800205X Daily Steam Penetration Test 132°C - 137°C
3805 TST Helix T801003X Daily Steam Penetration Test 132°C - 137°C

MELAG Load Test - 0724995LCMELCNTTESTLC55
MEO01080 MELAcontrol Helix

SCS-148-TM-005 (SCS-148-TM-005) Modéle de dédiaration de conformité (EU MDR)— Classe | non stésile, sans fonction demesure  Version 2
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Bnomni |IZJAVA O SUKLADNOSTI = STERIS

Nesterilni proizvodi bez mjerne funkcije I. klase

Proizvodaé: Albert Browne Ltd
Chancery House

Rayns Way
Watermead Business Park
Syston
Leicester
LE7 1PF
UK
Jedinstveni -
registracijski broj
(SRN)

Ovlasteni zastupnik: STERIS Ireland Lid
IDA Business and Technology Park
Tuliamore
County Offaly
R35 X865
Ireland

Proizvod: Steam Penetration Test Range
See the next page of this declaration for product details.

Osnovni UDI-DI:  See the next page of this declaration for Basic UDI-DI details.

Razvrstavanje: Klasa nesterilni proizvodi bez mjerne funkcije 1. klase u skladu s pravilom 1
iz Priloga VIII

Ovime izjavljujemo da se ova izjava o sukladnosti izdaje na iskljudivu odgovornost
proizvodaca i da prethodno navedeni proizvod(i) ispunjava(ju) odredbe UREDBE (EU)
2017/745 o medicinskim proizvodima (MDR), o izmjeni Direktive 2001/83/EZ, Uredbe (EZ)
br. 178/2002 i Uredbe (EZ) br. 1223/2009 te o stavljanju izvan snage direktiva Vijeéa
90/385/EEZ i 93/42/EEZ. Na ovom je proizvodu primijenjen postupak ocjenjivanja sukladnosti
u skladu s Uredbom o medicinskim proizvodima EU-a. Sva popratna dokumentacija cuva se
u prostorima proizvodaca.

Br. ISO 13485 Certificate Number MD 504862
certifikata:

Pocetak oznaéavanja 2019-01-24
oznakom CE:
Mjesto i datum Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business
izdavanja: Park, Syston, Leicester, LE7 1PF, UK.
2021-10-14

Tehni¢ko odobrenje

Potpis: I / W patum: (" / w'y)

Ime i titula: S. Hammond, Quality Director

Odobrenje odjela za regulatorna pitanja
13 Oct 2021

Potpis: W Datum: / /

Ime i titula: L. Ballard, Regulatory & Quality Compliance Director

funkcije I. klase Inadica 2

Page 21 of 44 : DoC-LC-TF002-Steam Penetration Test Range
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Bnnum[ |IZJAVA O SUKLADNOSTI = STERIS

Proizvod & Bowie Dick Test Pack - 0724995LCPENBOWIEDICK23
Osnovni UDI-DI: 2352 Specific TST Bowie Dick Test Pack 134°C-137°C / 3.5 minutes

Helix Load Test - 0724995 CPENHELIXLOAD37
2367 Euronda TST Helix Daily Steam Penetration Test 132°C - 137°C

Predlozak izjave o sukladnosti (Uredba o medicinskim proizvodima EU-a) SCS-148-TM-005 nesterilni proizvodi bez mjerne funkcije
I. klase Inagica 2
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Bnnmni Megfeleléségi Nyilatkozat = STERIS

|. osztalyl nem steril, nem méré eszkdzok

Gyart6: Albert Browne Ltd
Chancery House
Rayns Way
Watermead Business Park
Syston
Leicester
LE7 1PF
UK

Egyedi regisztraciés -
szam (SRN)
Meghatalmazott STERIS Ireland Ltd
képviseld: IDA Business and Technology Park

Tullamore

County Offaly

R35 X865

Ireland

Termék: Steam Penetration Test Range
See the next page of this declaration for product details.

Alapvetd egyedi See the next page of this declaration for Basic UDI-DI details.
eszkdzazonosito
(UDI-DI):
Besorolas: |. osztalyl nem steril, nem mér6 eszkdzok, a VIII. Melléklet 1 szabalyanak
megfeleléen

Ezaton kijelentjuk, hogy ezt a megfeleléségi nyilatkozatot a Gyartd kizardlagos feleléssége alapjan
adjak ki, és hogy a fent emlitett termék(ek) megfelel(nek) az (EU) 2017/745 orvostechnikai eszkdzokrol
(MDR) sz6l6 RENDELETNEK, amely modositia a 2001/83/EK iranyelvet, a 178/2002/EK és az
1223/2009/EK rendeletet, valamint hatalyon kivil helyezi a 90/385/EK és a 93/42/EK tanéacsi
iranyelveket. A terméket az EU MDR szerinti megfeleléségértékelési eljarasnak vetik ala. Minden
igazolé dokumentéaciot a gyarté telephelyén tarolnak.

ISO 13485 Certificate Number MD 504862
Tanasitvany(ok) #:

CE jelolés kezdete: 2019-01-24

Kiadas Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business
helyelidépontja: Park, Syston, Leicester, LE7 1PF, UK.
2021-10-14

Miszaki Engedély

Alairas: . _I;(/M Datum: .-rl /ﬂ / Z)

Név és cim: S. Hammond, Quality Director

Hatoésagi engedély

OW 13 Oct 2021

Alairas Datum: / /

Név és cim: L. Ballard, Regulatory & Quality Compliance Director

SCS-148-TM-005 Megfeleléségi nyilatkozat sablon (EU MDR ) — I. osztaly nem steril, nem meérd 2. verzio
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Termék &
Alapveté egyedi
eszkozazonositd
(UDI-DI):

SCS-148-TM-005 Megfeleléségi nyilatkozat sablon (EU MDR ) — |. osztélyd nem steril, nem méré

Page 24 of 44

Megfeleléségi Nyilatkozat = QSTERIS

Bowie Dick Test Pack - 0724995LCPENBOWIEDICK23

2310 Specific TST Bowie Dick Test Pack 121°C-124°C / 8 - 8.3 minutes
2352 Specific TST Bowie Dick Test Pack 134°C-137°C / 3.5 minutes
2385 Specific Sensor Chemical Indicator Test Sheet

Helix Load Test - 0724995 CPENHELIXLOAD37

3780 Specific TST Helix

3781 Specific TST Helix Starter Pack

2367 Euronda TST Helix Daily Steam Penetration Test 132°C - 137°C

Ball Type - 0724995LCPENBALLTYPER2
AB101 Porous & Hollow Steam Penetration Test 134°C-137°C / 3.5 minutes

Helix Load Test-NSK - 0724995LCNSKHELIXTESTEL
9900059 Helix Test for Steam Sterilizers

Top Dent Helix - 0724995LCTOPDENTHELIXGG
121184 Top Dent Helix Daily Steam Penetration Test 132°C - 137°C

W&H Helix - 0724995L CWHHELIXQ5
3804 TST Helix T800205X Daily Steam Penetration Test 132°C - 137°C
3805 TST Helix T801003X Daily Steam Penetration Test 132°C - 137°C

2. verzié

DoC-LC-TF002-Steam Penetration Test Range

Issue 14
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nnoumi Dichiarazione Di Conformita = STERIS

Dispositivi di Classe | non sterili, non di misura

Fabbricante: Albert Browne Ltd
Chancery House
Rayns Way
Watermead Business Park
Syston
Leicester
LE7 1PF
UK

Numero unico di
registrazione (SRN):
Rappresentante STERIS Ireland Ltd
‘ autorizzato: IDA Business and Technology Park
Tullamore
County Offaly
R35 X865
Ireland

Prodotto: Steam Penetration Test Range
See the next page of this declaration for product details.

UDI-DI di base: See the next page of this declaration for Basic UDI-DI details.

Classificazione: Dispositivi di Classe | non sterili, non di misura ai sensi della norma 1
dell'Allegato VIl

Si dichiara che la presente Dichiarazione di conformita é rilasciata sotto la responsabilitd esclusiva del
Fabbricante e che i prodotti sopra menzionati soddisfano le disposizioni del REGOLAMENTO (UE)
2017/745 Dispositivi medici (MDR) che modifica la Direttiva 2001/83/CE, Regolamento (CE)
n. 178/2002 e Regolamento (CE) n. 1223/2009 e che abroga le Direttive del Consiglio 90/385/CEE e
93/42/CEE. Il prodotto & oggetto di procedure di valutazione di conformita secondo il Regolamento
MDR dell'Unione Europea. Tutta la documentazione di corredo & conservata nei locali del fabbricante.

Certificazione ISO Certificate Number MD 504862
13485 n.:

Inizio della marcatura 2019-01-24
CE:

Luogo e datadi Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business,
rilascio: Park, Syston, Leicester, LE7 1PF, UK.
2021-10-14

Approvazione tecnica

Firma: f ”/WVV‘W"’""‘/ B

Nome e qualifica: S. Hammond, Quality Director

Data: ,( / 19 IZ’

Approvazione regolatoria

W 13 Oct 2021
Data: / !

Firma:

Nome e qualifica: L. Ballard, Regulatory & Quality Compliance Director

SCS-148-TM-005 Modello di dichiarazione di conformita (EU MDR) - Classe | non sterile, non di misura Versione 2
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Dichiarazione Di Conformita = STERIS |it

Prodotto & Bowie Dick Test Pack - 0724995LCPENBOWIEDICK23

UDI-DI di base:

2310 Specific TST Bowie Dick Test Pack 121°C-124°C / 8 - 8.3 minutes

2352 Specific TST Bowie Dick Test Pack 134°C-137°C / 3.5 minutes

2356 Specific TST Bowie Dick Test Pack Single Use W&H 134°C-137°C / 3.5 minutes
2368 Specific TST Single Use Bowie Dick Type Test Pack Euronda Autoclaves 134°C / 3.5
minutes

6536 Specific TST Bowie Dick Test Pack Getinge 134°C-137°C / 3 - 3.5 minutes

Helix Load Test - 0724995LCPENHELIXLOAD37

3780 Specific TST Helix

3781 Specific TST Helix Starter Pack

2367 Euronda TST Helix Daily Steam Penetration Test 132°C - 137°C

Ball Type - 0724995LCPENBALLTYPER2
AB101 Porous & Hollow Steam Penetration Test 134°C-137°C / 3.5 minutes

Helix Load Test-NSK - 0724995LCNSKHELIXTESTEL
9900059 Helix Test for Steam Sterilizers

Top Dent Helix - 0724995LCTOPDENTHELIXGG
121184 Top Dent Helix Daily Steam Penetration Test 132°C - 137°C

W&H Helix - 0724995LCWHHELIXQS5
3804 TST Helix T800205X Daily Steam Penetration Test 132°C - 137°C
3805 TST Helix T801003X Daily Steam Penetration Test 132°C - 137°C

MELAG Load Test - 0724995LCMELCNTTESTLC55
ME01080 MELAcontrol Helix

SCS-148-TM-005 Modello di dichiarazione di conformita (EU MDR) ~ Classe | non sterile, non di misura Versione 2
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nnomni ATITIKTIES DEKLARACIJA = STERIS

| klasés nesterilios, neturinéios matavimo funkcijos priemonés

Gamintojas: Albert Browne Ltd
Chancery House
Rayns Way
Watermead Business Park
Syston
Leicester
LE7 1PF
UK

Unikalusis registracijos
numeris (SRN):

lJgaliotasis atstovas: STERIS Ireland Ltd
IDA Business and Technology Park
Tullamore
County Offaly
R35 X865
Ireland

Gaminys: Steam Penetration Test Range
See the next page of this declaration for product details.

Bazinis UDI-DI: See the next page of this declaration for Basic UDI-DI details.

Klasifikacija: Klasé | klasés nesterilios, neturingios matavimo funkcijos priemonés,
remiantis VIl priedo 1 taisykle

Mes deklaruojame, kad $i atitikties deklaracija iSduota tik Gamintojo iSimtine atsakomybe ir kad pirmiau
nurodytas (-i) gaminys (-iai) atitinka Reglamento (ES) 2017/745 dél medicinos priemoniy, kuriuo i§
dalies keitiama Direktyva 2001/83/EB, Reglamentas (EB) Nr. 178/2002 ir Reglamentas (EB) Nr.
1223/2009 ir kuriuo panaikinamos Tarybos direktyvos 90/385/EEB ir 93/42/EEB, nuostatas. Atliktos
gaminio atitikties vertinimo procedaros, kaip nurodyta ES Reglamente dél medicinos priemoniy. Visa
patvirtinamoji dokumentacija saugoma gamintojo patalpose.

1SO 13485 sertifikato (-y) Certificate Number MD 504862
Nr.:
CE zenklinimo galiojimo 2019-01-24
'~ pradzia:
ISdavimo vieta ir data: Albert Browne Ltd, Chancery House, Rayns Way, Watermead
Business Park, Syston, Leicester, LE7 1PF, UK.
2021-10-14

Techninis liudijimas (patvirtinimas)

Parasas: [ (} Y /. pata: | | 1012 !

Vardas, pavardé ir
pareigos: S. Hammond, Quality Director

Reguliavimo reikaly skyriaus liudijimas (patvirtinimas)

P 3as: 13 Oct 2021
Bl Data: / /

Vardas, pavardeé ir '
pareigos: L. Ballard, Regulatory & Quality Compliance Director

SCS-148-TM-005 Atitikties deklaracijos $ablonas (ES Reglamentas dél medicinos priemoniy) | klasés nesterilios, neturintios
matavimo funkcijos priemonés 2 versija
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BROUNE ATITIKTIES DEKLARACIJA = STERIS

Gaminys & Bowie Dick Test Pack - 0724995LCPENBOWIEDICK23
Bazinis UDI-DI: 2352 Specific TST Bowie Dick Test Pack 134°C-137°C / 3.5 minutes

Helix Load Test - 0724995L CPENHELIXLOAD37

3780 Specific TST Helix

3781 Specific TST Helix Starter Pack

2367 Euronda TST Helix Daily Steam Penetration Test 132°C - 137°C

Top Dent Helix - 0724995LCTOPDENTHELIXGG
121184 Top Dent Helix Daily Steam Penetration Test 132°C - 137°C

W&H Helix - 0724995LCWHHELIXQ5
3804 TST Helix T800205X Daily Steam Penetration Test 132°C - 137°C
3805 TST Helix T801003X Daily Steam Penetration Test 132°C - 137°C

MELAG Load Test - 0724995LCMELCNTTESTLC55
ME01080 MELAcontrol Helix

Ball Type - 0724995LCPENBALLTYPER2
AB101 Porous & Hollow Steam Penetration Test 134°C-137°C / 3.5 minutes

SCS-148-TM-005 Atitikties deklaracijos $ablonas (ES Reglamentas dél medicinos priemoniy) | klasés nesterilios, neturin¢ios matavimo
funkcijos priemonés 2 versija
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BROLUNE ATBILSTIBAS DEKLARACIJA = STERIS

| klases nesterilas, mérianai neparedzétas ierices

RaZotajs: Albert Browne Ltd
Chancery House
Rayns Way
Watermead Business Park
Syston
Leicester
LE7 1PF
UK

Vienotais redistracijas -
numurs (Single Registration
Number — SRN):

Pilnvarotais parstavis: STERIS lreland Ltd
IDA Business and Technology Park
Tullamore
County Offaly
R35 X865
Ireland

Izstradajums: Steam Penetration Test Range
See the next page of this declaration for product details.

Pamata UDI-DI: See the next page of this declaration for Basic UDI-DI details.

Klasifikacija: | klases nesterilas, ménsanai neparedzétas ierices saskana ar
VIil pielikuma 1. Noteikumu

Ar $o0 pazinojam, ka 8T atbilstibas deklaracija ir izdota vienigi uz razotaja atbildibu un ka iepriek$
minétais izstradajums vai izstradajumi atbilst $aja regula izklastitajiem noteikumiem: REGULA (ES)
2017/745, kas attiecas uz mediciniskdm iericém (Medicinisko ierf¢u regula), ar ko groza Direkfivu
2001/83/EK, Regulu (EK) Nr. 178/2002 un Regulu (EK) Nr. 1223/2009 un atce| Padomes Direktivas
90/385/EK un 93/42/EEK. lzstradajumam ir veiktas atbilstibas novérté$anas proceddras saskana ar
ES Medicinisko ieri¢u regulu. Visi apliecino$ie dokumenti ir saglabati raZotaja objektos.

ISO 13485 sertifikata vai Certificate Number MD 504862
sertifikatu nr.:
CE zimes uzlik§8anas 2019-01-24
_ datums:
lzdo$anas vieta un Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business
datums: Park, Syston, Leicester, LE7 1PF, UK.
2021-10-14

Tehniskais apstiprinajums

Paraksts: f,/WAAAM/ _Ea_tumS: 5"; /d/ Z}

Vards, uzvards un
amata nosaukums: S. Hammond, Quality Director

Apstiprinajums par atbilstibu prasibam

13 Oct 2021
Paraksts: ();% :: : (Z Datums: { /
Vards, uzvards un

amata nosaukums: L. Ballard, Regulatory & Quality Compliance Director

SCS-148-TM-005 atbilstibas deklaracijas veidne (saskana ar ES Medicinisko ierfiéu regulu) | klases nesterila, mérisanai
neparedzéta ierice 2. versija
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nnomni ATBILSTIBAS DEKLARACIJA = STERIS |W

Izstradajums & Bowie Dick Test Pack - 0724995LCPENBOWIEDICK23
Pamata UDI-DI: 2352 Specific TST Bowie Dick Test Pack 134°C-137°C / 3.5 minutes

Helix Load Test - 0724995 CPENHELIXLOAD37
2367 Euronda TST Helix Daily Steam Penetration Test 132°C - 137°C

Ball Type - 0724995LCPENBALLTYPER2
AB101 Porous & Hollow Steam Penetration Test 134°C-137°C / 3.5 minutes

SCS-148-TM-005 atbilstibas deklaracijas veidne (saskana ar ES Medicinisko ieriéu regulu) | klases nesterila, méri$anai neparedzéta ierice
2. versija
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Bnnmm Conformiteitsverklaring = STERIS

Klasse | niet steriele, niet metende hulpmiddelen

Producent: Albert Browne Ltd
Chancery House
Rayns Way
Watermead Business Park
Syston
Leicester
LE7 1PF
UK

Single Registration
Number (SRN):

Bevoegde STERIS Ireland Ltd
vertegenwoordiger: DA Business and Technology Park
Tullamore
County Offaly
R35 X865
Ireland

Product: Steam Penetration Test Range
See the next page of this declaration for product details.

Basic UDI-DI: See the next page of this declaration for Basic UDI-DI details.

Classificatie: Klasse | niet steriele, niet metende hulpmiddelen conform voorschrift 1
van Bijlage VIl

Hiermee verklaren we dat deze conformiteitsverklaring onder de uitsluitende verantwoordelijkheid van
de Producent wordt verstrekt en dat bovengenoemd(e) product(en) voldoet(n) aan de bepalingen van
EU-VERORDENING 2017/745 voor Medische hulpmiddelen (MDR) en houdende wijziging van
Richtlijn 2001/83/EG, Verordening (EG) nr. 178/2002 en Verordening (EG) nr. 1223/2009 en tot
intrekking van Richtlijnen 90/385/EEG en 93/42/EEG van de Raad. Het product is onderworpen aan
conformiteitsbeoordelingsprocedures conform EU MDR. Alle bijbehorende documentatie wordt in het
bedrijfspand van de producent bewaard.

ISO 13485- Certificate Number MD 504862
certificaat/certificaten nr.:

Ingangsdatum CE- 2019-01-24
markering:

Plaats, datum van Albert Browne Ltd, Chancery House, Rayns Way, Watermead
uitgifte: Business Park, Syston, Leicester, LE7 1PF, UK.
2021-10-14

Technische goedkeuring

Handtekening: I}W, Datum: (I 101 2/

Naam en functie: S. Hammond, Quality Director

Interne goedkeuring

W 13 Oct 2021
Handtekening: Datum: / /

Naam en functie: L. Ballard, Regulatory & Quality Compliance Director

SCS-148-TM-005 Conformiteitsverklaring model (EU MDR) ~ Klasse | niet steriel, niet metend Versie 2
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Conformiteitsverklaring =STERIS Ini

Product & Bowie Dick Test Pack - 0724995LCPENBOWIEDICK23

Basic UDI-DI:

2310 Specific TST Bowie Dick Test Pack 121°C-124°C / 8 - 8.3 minutes

2352 Specific TST Bowie Dick Test Pack 134°C-137°C / 3.5 minutes -

2356 Specific TST Bowie Dick Test Pack Single Use W&H 134°C-137°C / 3.5 minutes
6536 Specific TST Bowie Dick Test Pack Getinge 134°C-137°C / 3 - 3.5 minutes

Helix Load Test - 0724995LCPENHELIXLOAD37

3780 Specific TST Helix

3781 Specific TST Helix Starter Pack .

2367 Euronda TST Helix Daily Steam Penetration Test 132°C - 137°C

Ball Type - 0724995LCPENBALLTYPER2
AB101 Porous & Hollow Steam Penetration Test 134°C-137°C / 3.5 minutes

Helix Load Test-NSK - 0724995LCNSKHELIXTESTEL
9900059 Helix Test for Steam Sterilizers

Top Dent Helix - 07249951 CTOPDENTHELIXGG
121184 Top Dent Helix Daily Steam Penetration Test 132°C - 137°C

W&H Helix - 0724995LCWHHELIXQS5
3804 TST Helix T800205X Daily Steam Penetration Test 132°C - 137°C
3805 TST Helix T801003X Daily Steam Penetration Test 132°C - 137°C

MELAG Load Test - 0724995LCMELCNTTESTLC55
ME01080 MELAcontrol Helix

SCS-148-TM-005 Conformiteitsverklaring mode! (EU MDR) — Klasse | niet steriel, niet metend Versie 2
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Bnm“n[ - Deklaracja Zgodnosci = STERIS

Wyroby Klasy [, niesterylne, bez funkcji pomiarowe;j

Producent: Albert Browne Ltd
Chancery House
Rayns Way
Watermead Business Park
Syston
Leicester
LE7 1PF
UK

Niepowtarzalny
numer rejestracyjny
(SRN):
Upowazniony STERIS Ireland Ltd
przedstawiciel: IDA Business and Technology Park
Tullamore
County Offaly
R35 X865
Ireland

Produkt: Steam Penetration Test Range
See the next page of this declaration for product details.

Basic UDI-DI: See the next page of this declaration for Basic UDI-DI details.

Klasyfikacja: Klasa I, wyroby niesterylne, bez funkcji pomiarowej, zgodnie z regutg 1
z Zalgcznika VI

Oswiadczamy, Ze niniejsza deklaracja zgodnosci zostaje wydana na wylaczng odpowiedzialinosé
Producenta, oraz ze wyzej wymieniony(-e) produkt(y) spetnia(jg) wymagania ROZPORZADZENIA
(UE) 2017/745 w sprawie wyrobéw medycznych (MDR), zmiany dyrektywy 2001/83/WE,
rozporzadzenia (WE) nr 178/2002 i rozporzadzenia (WE) nr 1223/2009 oraz uchylenia dyrektyw Rady
90/385/EWG | 93/42/[EWG. Produkt zostal poddany procedurom oceny zgodnosci zgodnie
z rozporzadzeniem MDR UE. Cato$¢ potwierdzajacej to dokumentacji jest przechowywana
u producenta.

Nr certyfikatu(-ow) Certificate Number MD 504862
ISO 13485:

Rozpoczecie 2019-01-24
stosowania
oznakowania CE:
Miejsce i data Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business
wydania: Park, Syston, Leicester, LE7 1PF, UK.
2021-10-14

Zatwierdzenie techniczne

Podpis: _S_-(/W - Data: f / [_0/ Z/

Imig, nazwisko i tytut: S. Hammond, Quality Director

Zatwierdzenie regulacyjne
13 Oct 2021

Podpis: W Data: / /

Imie¢, nazwisko i tytut: L BaIIard Regulatory & Quallty Compllance Director

SCS-148-TM-005 Deklaracja zgodnosci — szablon (UE MDR) — Klasa |, niesterylne, bez funkcji pomiarowej Wersja 2
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Produkt &
Basic UDI-DI:

SCS-148-TM-005 Deklaracja zgodnosci — szablon (UE MDR) — Klasa |, niesterylne, bez funkcji pomiarowej

Page 34 of 44

Deklaracja Zgodno$ci = STERIS

Bowie Dick Test Pack - 0724995LCPENBOWIEDICK23

2310 Specific TST Bowie Dick Test Pack 121°C-124°C / 8 - 8.3 minutes
2352 Specific TST Bowie Dick Test Pack 134°C-137°C / 3.5 minutes
2385 Specific Sensor Chemical Indicator Test Sheet

Helix Load Test - 0724995L.CPENHELIXLOAD37

3780 Specific TST Helix

3781 Specific TST Helix Starter Pack ‘

2367 Euronda TST Helix Daily Steam Penetration Test 132°C - 137°C

Ball Type - 0724995LCPENBALLTYPER2
AB101 Porous & Hollow Steam Penetration Test 134°C-137°C / 3.5 minutes

Helix Load Test-NSK - 0724995LCNSKHELIXTESTEL
9900059 Helix Test for Steam Sterilizers

Top Dent Helix - 0724995LCTOPDENTHELIXGG
121184 Top Dent Helix Daily Steam Penetration Test 132°C - 137°C

W&H Helix - 0724995LCWHHELIXQ5
3804 TST Helix T800205X Daily Steam Penetration Test 132°C - 137°C
3805 TST Helix T801003X Daily Steam Penetration Test 132°C - 137°C

MELAG Load Test - 0724995LCMELCNTTESTLC55
ME01080 MELAcontrol Helix

Wersja 2

DoC-LC-TF002-Steam Penetration Test Range
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BH["""E Declaragdo De Conformidade = STERIS

Dispositivos de Classe | ndo-estéril, sem medigéo

Fabricante: Albert Browne Ltd
Chancery House
Rayns Way
Watermead Business Park
Syston
Leicester
LE7 1PF
UK

Namero de Registo
Unico (NRU):
Representante STERIS Ireland Ltd
Autorizado: DA Business and Technology Park
Tullamore
County Offaly
R35 X865
Ireland

Produto: Steam Penetration Test Range
See the next page of this declaration for product details.

UDI-DI basico: See the next page of this declaration for Basic UDI-DI details.

Classificagido: Dispositivos de Classe | ndo-estéril, sem medigéo, de acordo com a Regra
1 do Anexo VHI

Declaramos pelo presente documento que esta declaragdo de conformidade é emitida sob a
responsabilidade exclusiva do Fabricante e que os produtos supramencionados cumprem as
disposi¢bes do Regulamento (UE) 2017/745 sobre Dispositivos Médicos (RDM) que modifica a Diretiva
2001/83/CE, o Regulamento (CE) n.® 178/2002 e o Regulamento (CE) n.® 1223/2009, revogando as
Diretivas do Conselho 90/385/CEE e 93/42/CEE. O produto foi sujeito a procedimentos de avaliagéo
da conformidade, de acordo com o Regulamento de Dispositivos Médicos da Unido Europeia. Toda a
documentacéo de apoio € conservada nas instalagbes do fabricante.

Certificado(s) ISO Certificate Number MD 504862
13485 n.°:

Aposi¢do da marca 2019-01-24
CE:
Local, data de Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business
emissdo: Park, Syston, Leicester, LE7 1PF, UK.
2021-10-14

Aprovagao técnica

Assinatura: vj_/W B Data: \Svl 0 | Z/

Nome e cargo: S. Hammond, Quality Directdr

Aprovagdo de regularizagéo

W 13 Oct 2021
Assinatura: _ Data: / /

Nome e cargo: L. Ballard, Regulatory & Quality Compliance Director

Modelo de Declaragéo de Conformidade SCS-148-TM-005 de acordo com o Regulamento de Dispositivos Médicos da Uni&o
Europeia — Classe | ndo-estéril, sem medigdo Verséo 2
Page 35 of 44 DoC-LC-TF002-Steam Penetration Test Range
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nnoumi ~ Declaragéo De Conformidade = STERIS

Produto &
UDI-DI
basico:

Bowie Dick Test Pack - 0724995LCPENBOWIEDICK23

2310 Specific TST Bowie Dick Test Pack 121°C-124°C / 8 - 8.3 minutes

2352 Specific TST Bowie Dick Test Pack 134°C-137°C / 3.5 minutes

2356 Specific TST Bowie Dick Test Pack Single Use W&H 134°C-137°C / 3.5 minutes
6536 Specific TST Bowie Dick Test Pack Getinge 134°C-137°C / 3 - 3.5 minutes

Helix Load Test - 0724995LCPENHELIXLOAD37

3780 Specific TST Helix

3781 Specific TST Helix Starter Pack

2367 Euronda TST Helix Daily Steam Penetration Test 132°C - 137°C

Ball Type - 0724995 CPENBALLTYPER2
AB101 Porous & Hollow Steam Penetration Test 134°C-137°C / 3.5 minutes

Helix Load Test-NSK - 0724995LCNSKHELIXTESTEL
9900059 Helix Test for Steam Sterilizers

Top Dent Helix - 0724995LCTOPDENTHELIXGG
121184 Top Dent Helix Daily Steam Penetration Test 132°C - 137°C

W&H Helix - 0724995LCWHHELIXQ5
3804 TST Helix T800205X Daily Steam Penetration Test 132°C - 137°C
3805 TST Helix T801003X Daily Steam Penetration Test 132°C - 137°C

pt

Modelo de Declaragao de Conformidade SCS-148-TM-005 de acordo com o Regulamento de Dispositivos Médicos da Unido Europeia —

Page 36 of 44

Classe | ndo-estéril, sem medigao Versao 2
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HHlllllIlE Declaratie De Conformitate = STERIS

Dispozitive nesterile, fara functie de masurare din Clasa |

Producétor: Albert Browne Ltd
Chancery House
Rayns Way
Watermead Business Park
Syston
Leicester
LE7 1PF
UK

Numér unic de
inregistrare (SRN):
Reprezentant STERIS Ireland Ltd
autorizat: |DA Business and Technology Park
Tullamore
County Offaly
R35 X865
Ireland

Produs: Steam Penetration Test Range
See the next page of this declaration for product details.

UDI-DI de bazi: See the next page of this declaration for Basic UDI-DI details.

Clasificare: Clasa |, dispozitive nesterile, fara functie de masurare, in conformitate cu
Regula 1 din Anexa VI

Declaram prin prezentul. document c& aceastd declaratie de conformitate este emisd sub
responsabilitatea exclusiva a Producatorului si ¢ produsul (produsele) mentionat(e) mai sus respecta
dispozitile REGULAMENTULUI (UE) 2017/745 privind dispozitivele medicale (MDR), de modificare a
Directivei 2001/83/CE, a Regulamentulw (CE) nr. 178/2002 si a Regulamentului (CE) nr. 1223/2009 si
de abrogare a Directivelor 90/385/CEE si 93/42/CEE ale Consiliului. Produsul a fost supus procedurllor
de evaluare a conformitatii conform MDR UE. ntreaga documentatie justificativa este pastrata la sediul
producatorului.

ISO 13485 Certificate Number MD 504862
Certificat(e) CE nr.:

Data de inceputa 2019-01-24
marcajului CE:
Locul, data eliberérii: Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business
Park, Syston, Leicester, LE7 1PF, UK.
2021-10-14

Aprobare tehnica

Semnitura: .(/W Data: 3 WA

Numele si functia: S Hammond, Quality Director

Aprobare de reglementare

Semnatura: W 13 Oct 2021
Data: / /

Numele si functia: L. Ballard, Regulatory & Quality Compliance Director °

SCS-148-TM-005 Sablon Declaratie de Conformitate UE (Regulamentul UE privind dispozitivels medicale) — Dispozitive
nesterile, fira functie de masurare din Clasa | Versiunea 2
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BHIIIIIIIE Declaratie De Conformitate = STERIS |r

Produs & UDI- Bowie Dick Test Pack - 0724995 CPENBOWIEDICK23
Dl de bazi: 2310 Specific TST Bowie Dick Test Pack 121°C-124°C / 8 - 8.3 minutes

Helix Load Test - 0724995LCPENHELIXLOAD37
2367 Euronda TST Helix Daily Steam Penetration Test 132°C - 137°C

MELAG Load Test - 0724995LCMELCNTTESTLC55
MEO01080 MELAcontrol Helix -

Ball Type - 0724995LCPENBALLTYPER2
AB101 Porous & Hollow Steam Penetration Test 134°C-137°C / 3.5 minutes

SCS-148-TM-005 Sablon Declaratie de Conformitate UE (Regulamentul UE privind dispozitivele medicale) — Dispozitive nesterile, fird
functie de méasurare din Clasa i Versiunea 2
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BROWNE Vyhlasenie O Zhode = STERIS

Trieda | zariadenia nesterilné, bez meracej funkcie

Vyrobca: Albert Browne Ltd
Chancery House
Rayns Way
Watermead Business Park
Syston
Leicester
LE7 1PF
UK

Jedineéné registracné
cislo (SRN - Single
Registration Number):
Opravneny zastupca: STERIS lreland Lid ‘
IDA Business and Technology Park
Tullamore
County Offaly
R35 X865
Ireland

Vyrobok: Steam Penetration Test Range
See the next page of this declaration for product details.

Zakladné éislo UDI-DI: See the next page of this declaration for Basic UDI-DI details.

Klasifikacia: Trieda | zariadenia nesterilné, bez meracej funkcie podfa Pravidla 1
Prilohy VIII

Tymto vyhlasujeme, Ze toto Vyhlasenie o zhode sa vydéva na vyhradnd zodpovednost Vyrobcu a Ze
vy&sie uvedeny/-é vyrobok/-ky spita/-jii ustanovenia NARIADENIA (EU) 2017/745 o zdravotnickych
pomdckach (MDR), ktorym sa meni a dopliia smernica 2001/83/ES, nariadenie (ES) &. 178/2002 a
nariadenie (ES) & 1223/2009, ktorym sa rusia smernice Rady 90/386/EHS a 93/42/EHS. Na dany
vyrobok boli aplikované postupy posudzovania zhody podla nariadenia EU o zdravotnickych
pomdckach (MDR). Kompletna sprievodna dokumentacia sa nachadza v priestoroch vyrobcu.

ISO 13485 Certifikat Certificate Number MD 504862

(y) €.:

Datum zaéiatku 2019-01-24
oznacovania
zna¢kou zhody CE:

Miesto, datum Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business
vydania: Park, Syston, Leicester, LE7 1PF, UK.
2021-10-14

Technické schvalenie

Podpis:’ -"LﬂM Datum: {7/ Jp! Z/

Meno a titul: S Hammond, Quallty Dlrector

Regulacne schvalenie

13 Oct 2021
Podpis: Datum: ) /

Meno a titul: L. Ballard, Regulatory & Quality Compliance Director

Sabléna vyhlasenia o zhode SCS-148-TM-005 (EU MDR) — Trieda I nesterilné, bez meracej funkcie Verzia2 .
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Vyhlasenie O Zhode = STERIS |sk

)

Vyrobok & Bowie Dick Test Pack - 0724995LCPENBOWIEDICK23
Zakladné éislo 2352 Specific TST Bowie Dick Test Pack 134°C-137°C / 3.5 minutes

UDI-DI: 2356 Specific TST Bowie Dick Test Pack Single Use W&H 134°C-137°C / 3.5 minutes
2385 Specific Sensor Chemical Indicator Test Sheet
Helix Load Test - 0724995LCPENHELIXLOAD37
3780 Specific TST Helix
3781 Specific TST Helix Starter Pack
2367 Euronda TST Helix Daily Steam Penetration Test 132°C - 137°C
Top Dent Helix - 0724995L CTOPDENTHELIXGG
121184 Top Dent Helix Daily Steam Penetration Test 132°C - 137°C
W&H Helix - 0724995LCWHHELIXQ5 |
3804 TST Helix T800205X Daily Steam Penetration Test 132 C-137°C
3805 TST Helix T801003X Daily Steam Penetration Test 132°C - 137°C
MELAG Load Test - 0724995LCMELCNTTESTLC55
MEO01080 MELAcontrol Helix
Ball Type - 0724995LCPENBALLTYPER2
AB101 Porous & Hollow Steam Penetration Test 134°C-137°C / 3.5 minutes
$abléna vyhlasenia 0 zhode SCS-148-TM-005 (EU MDR) — Trieda | nesterilné, bez meracej funkcie Verzia 2
Page 40 of 44 DoC-LC-TF002-Steam Penetration Test Range
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BnomnE |zjava O Skladnosti = STERIS

Nesterilni pripomocki brez merilne funkcije razreda |

Proizvajalec: Albert Browne Ltd
Chancery House
Rayns Way
Watermead Business Park
Syston
Leicester
LE7 1PF
UK

Enotna registrska
stevilka (SRN)
Pooblaséeni STERIS Ireland Ltd
zastopnik: IDA Business and Technology Park
Tullamore :
County Offaly
R35 X865
Ireland

lzdelek: Steam Penetration Test Range
See the next page of this declaration for product details.

Osnovni UDI-DI:  See the next page of this declaration for Basic UDI-DI details.

Razvrstitev: Razred | — nesterilni pripomogéki, brez merilne funkcije v skladu s pravilom 1
Priloge VIII

Izjavljamo, da je za izdajo te izjave o skladnosti odgovoren izklju&no proizvajalec in da zgoraj navedeni
izdelek(-ki) izpolnjuje(-jo) dolotbe UREDBE (EU) 2017/745 o medicinskih pripomockih, spremembi
Direktive 2001/83/ES, Uredbe (ES) &t. 178/2002 in Uredbe (ES) &t. 1223/2009 ter razveljavitvi direktiv
Sveta 90/385/EGS in 93/42/EGS. lIzdelek je bil predmet postopkov ugotavljanja skladnosti v skladu z
Uredbo EU o medicinskih pripomockin. Vsa pripadajota dokumentacija je shranjena v prostorih
proizvajalca.

§t. certifikata(-ov) Certificate Number MD 504862
ISO 13485:

Zacetek oznadevanja 2019-01-24
z oznako CE:
Kraj, datum izdaje: Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business
Park, Syston, Leicester, LE7 1PF, UK.
2021-10-14

Tehni¢no soglasje
Podpis: f‘/l / Datum: I’ I o IZ/
Ime in naziv: S.Hammond, Quality Director

Odobritev oddelka za regulativne zadeve
13 Oct 2021

Podpis: W Datum: / /

Ime in naziv: L. Ballard, Regulatory & Quality Compliance Director

SCS-148-TM-005 Predloga izjave o skladnosti (Uredba EU o medicinskih pripomockih) Nesterilni, brez merilne funkcije
razreda | Razlicica 2
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Bn“um[ Izjava O Skladnosti = STERIS |¢

lzdelek & Bowie Dick Test Pack - 0724995 CPENBOWIEDICK23
Osnovni UDI- 2310 Specific TST Bowie Dick Test Pack 121°C-124°C / 8 - 8.3 minutes
DI: 2352 Specific TST Bowie Dick Test Pack 134°C-137°C / 3.5 minutes

Helix Load Test - 0724995LCPENHELIXLOAD37
2367 Euronda TST Helix Daily Steam Penetration Test 132°C - 137°C

MELAG Load Test - 0724995LCMELCNTTESTLC55
MEO1080 MELAcontrol Helix

SCS-148-TM-005 Predloga izjave o skladnosti (Uredba EU o medicinskih pripomockih) Nesterilni, brez merilne funkcije razreda |
Razli¢ica 2
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BHIIIllIIE Forsakran Om Overensstimmelse = STER S

Klass | icke-steril, icke-matande enheter

Tillverkare: Albert Browne Ltd
Chancery House

Rayns Way
Watermead Business Park
Syston
Leicester
LE7 1PF
UK

Enskilt -

registreringsnummer
(SRN):

Auktoriserad STERIS Ireland Lid
representant: IDA Business and Technology Park
Tullamore
County Offaly
R35 X865
Ireland

Produkt: Steam Penetration Test Range
See the next page of this declaration for product details.

Grundlaggande UDI- See the next page of this declaration for Basic UDI-DI details.
DI:
Klassificering: Klass | icke-sterila, icke-matande enheter enligt rege! 1 i bilaga VII

Vi férkiarar harmed att denna férsékran om dverensstdmmelse utfardas under tillverkarens ensamma
ansvar och att ovannamnda produkter uppfyller bestammelserna i FORORDNING (EU) 2017/745 for
medicintekniska produkter (MDR) om &ndring av direktiv 2001/83/EG, forordning (EG) nr 178/2002 och
forordning (EG) nr 1223/2009 och om upphévande av radets direktiv 90/385/EEG och 93/42/EEG.
Produkten har utsatts for bedémningar av Overensstdmmelse enligt EU MDR. All
underlagsdokumentation bevaras i tiliverkarens lokaler.

ISO 13485 certifikat Certificate Number MD 504862
#:
Borjan av CE- 2019-01-24
markningen: v
Plats, Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business
utgivningsdatum: Park, Syston, Leicester, LE7 1PF, UK.
2021-10-14

Tekniskt godkdnnande

Underskrift: S‘/MMM/\/‘/V‘M’/ Datum: $~I 191¢)

Namn och titel: S. Hammond, Quality Director

| Reglerande godkannande
' 13 Oct 2021

Underskrift: W Datum: / /

Namn och titel: L. Ballard, Regulatory & Quality Compliance Director
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Forsakran Om Overensstammelse = STER] S
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Produkt & Bowie Dick Test Pack - 0724995L CPENBOWIEDICK23
Grundliggande 2352 Specific TST Bowie Dick Test Pack 134°C-137°C / 3.5 minutes

UDI-DI: 2356 Specific TST Bowie Dick Test Pack Single Use W&H 134°C-137°C / 3.5 minutes
Helix Load Test - 0724995LCPENHELIXLOAD37
3780 Specific TST Helix
3781 Specific TST Helix Starter Pack .
2367 Euronda TST Helix Daily Steam Penetration Test 132°C - 137°C
Ball Type - 0724995LCPENBALLTYPER2
AB101 Porous & Hollow Steam Penetration Test 134°C-137°C / 3.5 minutes
Helix Load Test-NSK - 0724995L. CNSKHELIXTESTEL
9900059 Helix Test for Steam Sterilizers
Top Dent Helix - 0724995LCTOPDENTHELIXGG
121184 Top Dent Helix Daily Steam Penetration Test 132°C - 137°C
W&H Helix - 0724995L CWHHELIXQ5
3804 TST Helix T800205X Daily Steam Penetration Test 132°C - 137°C
3805 TST Helix T801003X Daily Steam Penetration Test 132°C - 137°C
MELAG Load Test - 0724995LCMELCNTTESTLC55
ME01080 MELAcontrol Helix
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