BROWNE Declaration of Conformity = STERIS

Manufacturer Name and
Address:

Manufacturer Single
Registration Number
(SRN):

Authorized Representative
Name and Address:

Authorized Representative
SRN:

Basic UDI-DI:

Product:

Intended Purpose:

Classification:

Common
Specifications Used:
ISO 13485 Certificate(s) #:

Start of CE Marking:
Place of Issue:

Date of Issue:
Revision:

en

Albert Browne Ltd
Chancery House

Rayns Way

Watermead Business Park
Syston

Leicester

LE7 1PF

UK

GB-MF-000017372

STERIS Ireland Ltd

IDA Business and Technology Park
Tullamore

County Offaly

R35 X865

Ireland

IE-AR-000010065

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

Process Indicators Range
See the next page of this declaration for product details.

The Process Indicators Range is designed to indicate whether a load has been
processed through a sterilization process by way of a colour change or other
physical change. These indicators are typically either placed inside the tray,
pack or pouch, to be sterilised to provide assurance that the sterilization
conditions have been met, or on the outside of the tray, pack or pouch so that
the processed and un-processed items can be identified at a glance. Process
indicators may also be in the form of self-adhesive labels.

The Process Indicators Range contains the following sub-ranges:

1] Vaporised Hydrogen Peroxide indicators

2] Steam indicators

3] Ethylene Oxide indicators

4] Formaldehyde indicators

5] Peracetic Acid liquid chemical sterilant indicators

6] Gamma Radiation indicators

7] Dry Heat indicators

Class | non-sterile, non-measuring, non-reusable devices according to Rule 1
of Annex VIII

N/A

MD 504862
2019-01-10

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

2025-06-10
36

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.

Signed for, and behalf of Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business Park, Syston,
Leicester, LE7 1PF, UK — See signature page below.

DoC-LC-TF004-Process Indicators Range




BROWNE Declaration of Conformity = STERIS |en

Product
& Basic
UDI-DI:

0724995LCPIETHYOXIND95

2420 - Ethylene Oxide Integrating Indicator

2421 - Process Ethylene Oxide Indicator Spots

2563 - BX250 Multi Variable Ethylene Oxide Sterilization Indicator

0724995L CPIFORMHYDINDBK
2401 - Multi-Variable Formaldehyde Multi-Variable Control Indicator
2402 - Process Formaldehyde Indicator Spots

0724995L CPIGAMMARADINQT
3301 - Process Gamma Check Indicator Spots

0724995LCVERFYPERACIDK4

LCCO015 - Celerity™ Chemical Indicator for enspire™ CLCSPS

LCCO023 - Verify® Chemical Indicator for SYSTEM 1 EXPRESS/PLUS using S40™ Sterilant Concentrate
PCCO029 - Verify® Process Indicator for Reliance™ EPS Endoscope Processing System

0724995L CVERFYSTMEORCUL
RKO019 - Verify® Steam and EO Load Record Card

0724995LCPISTEAMINDZK
2551 - Multi Variable MVI Steam Sterilization Indicator

0724995LCPITSTCNTRLINTE

2302 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C / 15 mins
2317 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

2340 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

2341 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins and 121 °C / 12 mins
2342 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C/ 15 mins
2375 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins and 121 °C / 12 mins
2470 - Emulating Des-Check Low Temperature Disinfection Indicator 93°C / 10min

2471 - Emulating Des-Check Low Temperature Disinfection Indicator 90°C / 5min

3103 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins Self-adhesive

3104 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins Self-adhesive

3105 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins Self-adhesive

3107 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins Self-adhesive

3108 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 18 mins Self-adhesive

3702 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 9 mins

3706 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 18 mins

3725 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins and 121 °C / 20 mins Self
Adhesive

3726 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C / 15 mins Self
Adhesive

3727 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins Self-adhesive

3737 - Emulating TST Control™ Spot with Sterilizer Record Book 121 °C / 15 mins

3739 - Emulating TST Control™ Spot with Sterilizer Record Book 134 °C / 3.5 mins

3760 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins and 121 °C / 20 min
5006 - Emulating TST Control™ Cycle Verification Indicator Multi-part label 134 °C / 3.5 mins
5006-800 - Emulating TST Control™ Cycle Verification Indicator Multi-part label 134 °C / 3.5 mins
5017 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

121180 - Emulating TST Control™ Steam Cycle Verification Indicator 5.3 mins / 134 °C

6610300 - TST Patient Record Card 134 °C / 5.3 mins

0724995LCPICNTRLTUBEGK

7301 - Sterilizer Control Tubes Type 1 (Black Spot) 121 °C/ 15 min

7302 - Sterilizer Control Tubes Type 2 (Yellow Spot) 134 °C / 3 min

7303 - Sterilizer Control Tubes Type 3 (Green Spot) 160 °C / 60 min

7304 - Sterilizer Control Tubes Type 4 (Blue Spot) 180 °C / 12 min

7305 - Sterilizer Control Tubes Type 5 (White Spot) 160 °C / 120 min, 170 °C / 65 min, 180 °C /35 min

0724995L CPIVFYSIXCESSTK

PCCO035 - SixCess™ 134C 5.3 Min / 121C 15 Min Indicadores / Indicator / Indicadore
DoC-LC-TF004-Process Indicators Range



Bnnum[ Declaration of Conformity

Product
& Basic
UDI-DlI:

ll

STERIS |en

0724995L CPIBROWNESMIND9

3100 - Browne Steam Integrating Indicator Type 5

3101 - Browne Steam Integrating Indicator Type 5

3785-24 - Documentation System Label for use with BROWNE 3 line label gun 26mm x 25mm - Italian
3789-24 - Documentation System Label for use with BROWNE 3 line label gun 26mm x 25mm
3794-24 - Documentation System Label for use with BROWNE 3 line label gun 26mm x 25mm —
Portuguese

5003 - Browne Steam 2 Part Pack Control Label

0724995L CPIVHPINDEC
2501 - Multi Variable VAPOUR STRIP Multi-Variable Indicator for Vaporised Hydrogen Peroxide

0724995LCVERIFYVHPINDNW

PCCO044 - Verify® Control Quimico VH202 / Vaporized VH202 Chemical Indicator / Indicador Quimico
Vaporizado VH202

PCCO057 - Verify® HPI Vaporized VH202 Process Indicator Adhesive Label

PCCO062 - Verify® HPI Chemical Indicator

0724995LCCELERITYHPCIST

PCCO075 - Celerity™ HP Chemical Indicator / Indicador Quimico HP

PCCO078 - Celerity™ Vaporized VH202 Process Indicator Adhesive Label / Etiqueta Adhesiva Indicadora
De Proceso Vaporized VH202

PCCO079 - Celerity™ HP Multivariable Chemical Indicator / Indicador Quimico Multivariable HP

0724995L CESCHESSTSTCY4A
8793547 - Eschmann essential TST Type 6 Steam Cycle Indicator Labels

DoC-LC-TF004-Process Indicators Range
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ll

STERIS

Approvals:

Technical, TexHu4yecka, Technicka, Teknisk,
Technisch, Texvikd, Reglamentos, Tehniline,
Tekninen, Technique, Tehnicki, Mlszaki, Affari
tecnici, Techninés, Tehniska, Technische,
Techniczne, Regulamentagéo, Reglementare,
Technicka, Tehni¢no, Teknisk, Teknik

i T ically si - Steph:
Signature: Ste/ohen Hammtond R vaed by: Stephen Hammond
Date: Jun 10, 2025 11:17 GMT+1
Name: | S. Hammond
Title: | Quality Director

Date:

10/06/2025

Regulatory, PerynatopHu, Regulace, regulering,
Behordlich, KavovioTikd, técnicos, Regulatoorne,
Lakisaateinen, Réglementation, Regulativni,
Szabalyozasi, Affari regolatori, reguliavimo,
Regulativa, Regelgeving, Prawne, técnica,
tehnica, Regulaéna, Regulativni razdelek,
Regulatorisk, Yasal

. Electronically signed by: Richard Manford
Slg nature: ﬂ % Reason: Api)/rogs'r Y
Date: Jun 10, 2025 09:15 GMT+1
Name: | R. Manford
Title: | Regulatory Affairs Director

Date:

10/06/2025

DoC-LC-TF004-Process Indicators Range




BH“““IE OEKNAPALINA 3A CbOTBETCTBUE = STERIS

Ume u appec Ha
npou3BoAUTENSA:

EavHen
perncrpauuoHeH
Homep (SRN) Ha
npoussogutens
HanmeHoBaHue n
agpec Ha
YNbIIHOMOLLEHUA
npeacraBuUTen:

SRN Ha
YMbAHOMOLLEeHUSA

npeacraBuUTen:
Basos UDI-DI:

Mpoaykr:

I'Ipe.qHasHaquMe:

Knacudwmkauus:

M3non3ssaHu o6OLumn
cneuudpukaumn:

Ceptudmkar(n) ISO
13485 Ne

Ha4yano Ha
MapkupoBka ,,CE":

MsicTo Ha usgaBaHe:

[aTa Ha usgaBsaHe:

Pepakuus:

Albert Browne Ltd
Chancery House

Rayns Way

Watermead Business Park
Syston

Leicester

LE7 1PF

UK

GB-MF-000017372

STERIS Ireland Ltd

IDA Business and Technology Park
Tullamore

County Offaly

R35 X865

Ireland

IE-AR-000010065

BuxTe cneapallata cTpaHuLa Ha Ta3u Aeknapaums 3a OCHOBHU
nogpo6bHocTn 3a UDI-DI.

ama Ha nHamkaTopuTe 3a npoLieca
BuxTe crnegpaliarta cTpaHvua Ha Ta3u geknapaums 3a nogpobHocTu 3a
npoaykKTuTe.

amaTa Ha uHgmkaTopuTe 3a Npoueca e npegHa3Ha4YeHa ga nokassa ganuv
AafeH Toeap e 6un obpaboTeH Ype3 Npouec Ha cTepunmnsauus
NnocpeAcTBOM MPOMSIHA Ha LBeTa unu gpyra gusmyecka npoMsHa. Tesu
MHAMKaToOpu OOMKHOBEHO Ce NOCTaBAT BbTPE B TaBaTa, onakoBKaTta unm
TopbuukaTa, KOMTO Le ce CTepunuanpart, 3a a ce rapaHTupa, ye
yCrnoBusiTa 3a CTEpUNn3aLms ca U3nbiHEHW, MW OT BbHLUHATa CTpaHa Ha
TaBaTa, ornakoBkaTa unu TopbuykaTa, Taka Yye obpaboteHuTe un
HeobpaboTeHnTe apTUKynu aa morat aa 6baart naeHtTuduuupaHm ¢ eauH
nornen. igmkatopute 3a npoueca moraT Aa 6baat u nog dopmara Ha
camo3anensaiin eTukeTu.

MamaTta Ha nHguKaTopuTe 3a NpoLeca CbAbpXa CnegHuTe noarpynu:

1] HamkaTopwm 3a usnapeH BogopOAEH NePOoKCHA

2] NHankaTopu 3a napa

3] NHankaTopu 3a eTUNEHOB OKCua

4] nankatopwu 3a popmangexmg

5] Te4YHN XMMUYEeCKn CTEPUNAHTHU MHAMKATOPW 3a NepoLeTHa KncenmHa
6] NHankaTopu 3a rama pagvauns

7] NngnkaTopwm 3a cyxa TonnuHa

Knac | HecTepunHu egHokpaTHM nsgenus 6e3 namepsatenHa yHKUUS
cbrracHo npasuno 1 ot MNpunoxeHune VIlI

N/A

MD 504862

2019-01-10

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

2025-06-10
36

DoC-LC-TF004-Process Indicators Range




STERIS
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BROIWNE| REKNAPALINA 3A CbOTBETCTBUE

3aaBsBamMe, Ye HacTosiwata deknapauus 3a CbOTBETCTBME CEe M3[4aBa Ha MbiiHata OTroBOPHOCT
Ha lNMpounsBoautTens un ropecnomeHaToTo(uTe) msgenue(s) CbOTBETCTBA(T) Ha pasnopenbute B
PEIMMMAMEHT (EO) 2017/745 3a meguuuHckn nsgenusa (PMI), nameHsaw, Oupektnea 2001/83/EO,
PernameHT (EO) Ne 178/2002 n PernameHT (EO) Ne 1223/2009, n otmenswy, Oupektuen 90/385/ENO
n 93/42/ENO Ha CobBeTa. M3genueTo e 6uno nognoxeHo Ha NpoLeaypu 3a OLeHKa Ha CbOTBETCTBNETO
cbrnacHo PM/[] Ha EC. Beuykn gonbnHUTENHN AOKYMEHTU Ce CbXpaHsiBaT OT NPOU3BOAUTENS.

MoanucaHo 3a n ot nmeTto Ha Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business
Park, Syston, Leicester, LE7 1PF, UK BwxTe no-gosny cTpaHuuarta ¢ nognuca.

DoC-LC-TF004-Process Indicators Range




BROWNE| ZEKNAPALIMS 3A COTBETCTBME = STERIS | b9

Uspenue &
OcHoBeH UDI-DI
(yHukaneH
naeHTucukarop
Ha nsgenue-
naeHTucpukarTop
Ha nsgenue):

0724995L CPIETHYOXIND95
2563 - BX250 Multi Variable Ethylene Oxide Sterilization Indicator

0724995LCPITSTCNTRLINTE

2302 - Emulating TST Control™ Cycle Verification Indicator 134 °C /5.3 mins and 121 °C/ 15
mins

2317 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

2340 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

2341 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins and 121 °C / 12 mins
2342 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C/ 15
mins

2375 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins and 121 °C / 12 mins
3103 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins Self-adhesive
3104 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins Self-adhesive

3105 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins Self-adhesive
3107 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins Self-adhesive

3108 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 18 mins Self-adhesive

3702 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 9 mins

3706 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 18 mins

3725 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins and 121 °C / 20 mins
Self Adhesive

3726 - Emulating TST Control™ Cycle Verification Indicator 134 °C /5.3 mins and 121 °C/ 15
mins Self Adhesive

3727 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins Self-adhesive
3760 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins and 121 °C / 20 min
5006 - Emulating TST Control™ Cycle Verification Indicator Multi-part label 134 °C / 3.5 mins
5017 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

0724995LCPISTEAMINDZK
2551 - Multi Variable MVI Steam Sterilization Indicator

0724995L CPIBROWNESMIND9
3100 - Browne Steam Integrating Indicator Type 5
3101 - Browne Steam Integrating Indicator Type 5

0724995LCCELERITYHPCIST
PCCOQ75 - Celerity™ HP Chemical Indicator / Indicador Quimico HP
PCCO079 - Celerity™ HP Multivariable Chemical Indicator / Indicador Quimico Multivariable HP

0724995L CPIBROWNESMIND9
3789-24 - Documentation System Label for use with BROWNE 3 line label gun 26mm x 25mm

0724995L CPIVHPINDEC
2501 - Multi Variable VAPOUR STRIP Multi-Variable Indicator for Vaporised Hydrogen Peroxide

0724995LCPICNTRLTUBEG6K

7301 - Sterilizer Control Tubes Type 1 (Black Spot) 121 °C /15 min

7302 - Sterilizer Control Tubes Type 2 (Yellow Spot) 134 °C / 3 min

7303 - Sterilizer Control Tubes Type 3 (Green Spot) 160 °C / 60 min

7304 - Sterilizer Control Tubes Type 4 (Blue Spot) 180 °C /12 min

7305 - Sterilizer Control Tubes Type 5 (White Spot) 160 °C / 120 min, 170 °C / 65 min, 180 °C / 35
min

0724995L CPIGAMMARADINQT
3301 - Process Gamma Check Indicator Spots

0724995LCPIFORMHYDINDBK
2401 - Multi-Variable Formaldehyde Multi-Variable Control Indicator

DoC-LC-TF004-Process Indicators Range



BROIWUNE PROHLASEN| O SHODE = STERIS

Nazev a adresa
vyrobce:

Jedinecné
registracni Cislo
vyrobce (SRN)

Néazev a adresa
opravnéného
zastupce:

SRN opravnéného
zastupce:
Zéakladni UDI-DI:

Vyrobek:

Zamysleny ucel:

Klasifikace:

Pouzita obecna
specifikace:

C. certifikatu/-a ISO
13485:

Zahajeni ziskani
oznaceni CE:

Misto vystaveni:

Datum vystavent:

Revize:

Albert Browne Ltd
Chancery House

Rayns Way

Watermead Business Park
Syston

Leicester

LE7 1PF

UK

GB-MF-000017372

STERIS Ireland Ltd

IDA Business and Technology Park
Tullamore

County Offaly

R35 X865

Ireland

IE-AR-000010065

Zakladni informace o UDI-DI naleznete na dal$i strané tohoto prohlaseni.

Rada procesnich indikator(

Podrobnosti o vyrobku naleznete na dalSi strané tohoto prohlaseni.

Rada procesnich indikator( je uréena k indikaci, zda byla naplfi zpracovana
sterilizaCnim procesem prostfednictvim zmény barvy nebo jiné fyzikalni
zmény. Tyto indikatory jsou obvykle umistény bud uvnitf zasobniku, baleni
nebo sacku, které maji byt sterilizovany, aby bylo zajisténo, Ze byly splnény
podminky sterilizace, nebo na vnéjsi strané zasobniku, baleni nebo sacku,
aby bylo mozné na prvni pohled identifikovat zpracované a nezpracované
polozky. Procesni indikatory mohou byt také ve formé samolepicich stitka.
Rada procesnich indikator zahrnuje nasledujici dil&i fady:

1] Indikatory odpafeného peroxidu vodiku

2] Indikatory pary

3] Indikatory ethylenoxidu

4] Indikatory formaldehydu

5] Kapalné chemickeé sterilizani indikatory kyseliny peroctové

6] Indikatory gama zareni

7] Indikatory suchého tepla

TFida | nesterilni, nemé&fici, jednordzova zafizeni, podle Pravidla 1 Pfilohy
VI

N/A
MD 504862
2019-01-10

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

2025-06-10
36

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), zméné smérnice 2001/83/ES, nafizeni (ES) €. 178/2002 a nafizeni (ES) ¢.
1223/2009 a o zruseni smérnic Rady 90/385/EHS a 93/42/EHS. Vyrobek byl podroben postupim pro
posouzeni shody podle EU MDR. Veskera podpurna dokumentace je ulozena v prostorach vyrobce.

Podepsano za a jménem Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business Park,
Syston, Leicester, LE7 1PF, UK — viz podpisova stranka nize

DoC-LC-TF004-Process Indicators Range
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BH“““'IE PROHLASENI O SHODE = STERIS

Vyrobek
&
Zakladni
UDI-DI:

CS

0724995LCPITSTCNTRLINTE

2302 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C / 15 mins
2317 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

2340 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

2341 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins and 121 °C / 12 mins
2342 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C/ 15 mins
2375 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins and 121 °C / 12 mins
2470 - Emulating Des-Check Low Temperature Disinfection Indicator 93°C / 10min

2471 - Emulating Des-Check Low Temperature Disinfection Indicator 90°C / 5min

3103 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins Self-adhesive

3104 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins Self-adhesive

3105 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins Self-adhesive

3107 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins Self-adhesive

3108 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 18 mins Self-adhesive

3702 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 9 mins

3706 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 18 mins

3725 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins and 121 °C / 20 mins Self
Adhesive

3726 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C / 15 mins Self
Adhesive

3727 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins Self-adhesive

3760 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins and 121 °C / 20 min
5006 - Emulating TST Control™ Cycle Verification Indicator Multi-part label 134 °C / 3.5 mins

5017 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

0724995L CPISTEAMINDZK
2551 - Multi Variable MVI Steam Sterilization Indicator

0724995LCPICNTRLTUBEG6K

7301 - Sterilizer Control Tubes Type 1 (Black Spot) 121 °C /15 min

7302 - Sterilizer Control Tubes Type 2 (Yellow Spot) 134 °C / 3 min

7303 - Sterilizer Control Tubes Type 3 (Green Spot) 160 °C / 60 min

7304 - Sterilizer Control Tubes Type 4 (Blue Spot) 180 °C / 12 min

7305 - Sterilizer Control Tubes Type 5 (White Spot) 160 °C / 120 min, 170 °C / 65 min, 180 °C / 35 min

0724995LCPIETHYOXIND95
2420 - Ethylene Oxide Integrating Indicator

0724995LCPIVHPINDEC
2501 - Multi Variable VAPOUR STRIP Multi-Variable Indicator for Vaporised Hydrogen Peroxide

0724995LCCELERITYHPCIST
PCCOQ75 - Celerity™ HP Chemical Indicator / Indicador Quimico HP
PCCO079 - Celerity™ HP Multivariable Chemical Indicator / Indicador Quimico Multivariable HP

0724995L CPIBROWNESMIND9

3100 - Browne Steam Integrating Indicator Type 5

3101 - Browne Steam Integrating Indicator Type 5

3789-24 - Documentation System Label for use with BROWNE 3 line label gun 26mm x 25mm

0724995L CPIGAMMARADINQT
3301 - Process Gamma Check Indicator Spots

0724995LCPIFORMHYDINDBK
2401 - Multi-Variable Formaldehyde Multi-Variable Control Indicator

DoC-LC-TF004-Process Indicators Range




BnﬂumE Overensstemmelseserklaering = STERIS da

Producentens navn og
adresse:

Enkelt
producentregistreringsnumm
er (SRN)

Navn og adresse pa
autoriseret repraesentant:

Autoriseret repraesentant
SRN:

Basal UDI-DI:
Produkt:

Tilsigtet formal:

Klassificering:

Anvendte
feellesspecifikationer:

ISO 13485 Certifikat(er) nr.:
Start pad CE-maerkning:
Udstedelsessted:

Udstedelsesdato:
Revidering:

Albert Browne Ltd
Chancery House

Rayns Way

Watermead Business Park
Syston

Leicester

LE7 1PF

UK

GB-MF-000017372

STERIS Ireland Ltd

IDA Business and Technology Park
Tullamore

County Offaly

R35 X865

Ireland

IE-AR-000010065

Se neeste side i denne erklaering for oplysninger om grundlaeggende UDI-DI.

Serien af procesindikatorer
Se neeste side i denne erkleering for detaljerede produktoplysninger.

Serien af procesindikatorer er designet til, ved hjaelp af en farveaendring eller
anden fysisk a&ndring, at indikere, hvorvidt en last er blevet behandlet i en
steriliseringsproces. Disse indikatorer placeres typisk enten i bakken, pakken eller
posen, der skal steriliseres, for at sikre, at steriliseringsbetingelserne er blevet
opfyldt, eller pa ydersiden af bakken, pakken eller posen, sa de behandlede og
ubehandlede emner gjeblikkeligt kan identificeres. Procesindikatorerne kan ogsa
veere i form af selvkleebende etiketter.

Serien af procesindikatorer omfatter felgende underserier:

1] Indikatorer til hydrogenperoxid i dampform

2] Dampindikatorer

3] Ethylenoxidindikatorer

4] Formaldehydindikatorer

5] Indikatorer til pereddikesyre som flydende kemisk steriliseringsmiddel

6] Gammastralingsindikatorer

7] Indikatorer til tgr varme

Klasse | ikke-steril, ikke-méalende, ikke-genanvendelige enheder i henhold til regel
1i bilag VIII
N/A

MD 504862
2019-01-10

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

2025-06-10
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Vi erkleerer hermed, at denne overensstemmelseserklaering er udstedt udelukkende under producentens ansvar for, at
det/de ovennaevnte produkt(er) lever op til bestemmelserne under REGULATIV (EF) 2017/745 for medicinsk udstyr
(MDR), der ajourfgrer direktiv 2001/83/EU, regulativ (EU) nr. 178/2002 og regulativ (EU) nr. 1223/2009 og opheever de
lokale direktiver 90/385/E@F og 93/42/EQF. Produktet er blevet underlagt overensstemmelsesvurderingsprocedurer i
overensstemmelse med EU MDR. Al supplerende dokumentation er indhentet p& producentens praemisser.

Underskrevet for og p& vegne af Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business Park, Syston,
Leicester, LE7 1PF, UK - Se side for underskrift nedenfor.

DoC-LC-TF004-Process Indicators Range



Produkt
& Basal
UDI-DI:

Overensstemmelseserklaering = STERIS |da

0724995LCPITSTCNTRLINTE

2302 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C / 15 mins
2317 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

2340 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

2341 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins and 121 °C / 12 mins
2342 - Emulating TST Control™ Cycle Verification Indicator 134 °C /5.3 mins and 121 °C / 15 mins
2375 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins and 121 °C / 12 mins
2470 - Emulating Des-Check Low Temperature Disinfection Indicator 93°C / 10min

2471 - Emulating Des-Check Low Temperature Disinfection Indicator 90°C / 5min

3103 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins Self-adhesive

3104 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins Self-adhesive

3105 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins Self-adhesive

3107 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins Self-adhesive

3108 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 18 mins Self-adhesive

3702 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 9 mins

3706 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 18 mins

3725 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins and 121 °C / 20 mins Self
Adhesive

3726 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C/ 15 mins Self
Adhesive

3727 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins Self-adhesive

3737 - Emulating TST Control™ Spot with Sterilizer Record Book 121 °C / 15 mins

3739 - Emulating TST Control™ Spot with Sterilizer Record Book 134 °C / 3.5 mins

3760 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins and 121 °C / 20 min
5006 - Emulating TST Control™ Cycle Verification Indicator Multi-part label 134 °C / 3.5 mins

5017 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

121180 - Emulating TST Control™ Steam Cycle Verification Indicator 5.3 mins / 134 °C

0724995L CPICNTRLTUBEGK

7301 - Sterilizer Control Tubes Type 1 (Black Spot) 121 °C / 15 min

7302 - Sterilizer Control Tubes Type 2 (Yellow Spot) 134 °C / 3 min

7303 - Sterilizer Control Tubes Type 3 (Green Spot) 160 °C / 60 min

7304 - Sterilizer Control Tubes Type 4 (Blue Spot) 180 °C /12 min

7305 - Sterilizer Control Tubes Type 5 (White Spot) 160 °C /120 min, 170 °C / 65 min, 180 °C / 35 min

0724995L CPIVHPINDEC
2501 - Multi Variable VAPOUR STRIP Multi-Variable Indicator for Vaporised Hydrogen Peroxide

0724995L CPISTEAMINDZK
2551 - Multi Variable MVI Steam Sterilization Indicator

0724995L CPIFORMHYDINDBK
2401 - Multi-Variable Formaldehyde Multi-Variable Control Indicator

0724995LCCELERITYHPCIST
PCCOQ75 - Celerity™ HP Chemical Indicator / Indicador Quimico HP
PCCO079 - Celerity™ HP Multivariable Chemical Indicator / Indicador Quimico Multivariable HP

0724995L CPIBROWNESMIND9

3100 - Browne Steam Integrating Indicator Type 5

3101 - Browne Steam Integrating Indicator Type 5

3789-24 - Documentation System Label for use with BROWNE 3 line label gun 26mm x 25mm

0724995L CPIGAMMARADINQT
3301 - Process Gamma Check Indicator Spots

DoC-LC-TF004-Process Indicators Range



Name und Adresse des
Herstellers:

Einmalige
Registrierungsnummer
(SRN) des Herstellers
Name und Adresse des
autorisierten Vertreters:

SRN des autorisierten
Vertreters:

Basis-UDI-DlI:
Produkt:

Zweckbestimmung:

Klassifizierung:

Ubliche verwendete
Spezifikationen:

ISO-13485-Zertifikat(e)
Nr.:

Beginn der CE-
Kennzeichnung:

Ausstellungsort:

Ausstellungsdatum:

Version:

Konformitatserklarung = STERIS

Albert Browne Ltd
Chancery House

Rayns Way

Watermead Business Park
Syston

Leicester

LE7 1PF

UK

GB-MF-000017372

STERIS Ireland Ltd

IDA Business and Technology Park
Tullamore

County Offaly

R35 X865

Ireland

IE-AR-000010065

Auf der nachsten Seite dieser Erklarung finden Sie Details zur Basis
UDI-DI.

Sortiment der Prozessindikatoren
Auf der nachsten Seite dieser Erklarung finden Sie Produktdetails.

Das Sortiment der Prozessindikatoren wurde entwickelt, um durch eine
Farbanderung oder eine andere physikalische Anderung anzuzeigen, ob
eine Charge im Sterilisationsprozess aufbereitet wurde. Diese
Indikatoren werden in der Regel entweder in die zu sterilisierenden
Siebe, Pakete oder Beutel platziert, um sicherzustellen, dass die
Sterilisationsbedingungen erfillt sind, oder an der Au3enseite des Siebs,
Pakets oder Beutels angebracht, damit aufbereitete und nicht
aufbereitete Artikel auf einen Blick zu unterscheiden sind.
Prozessindikatoren kdnnen auch selbstklebende Etiketten sein.

Das Sortiment der Prozessindikatoren umfasst die folgenden
Teilbereiche:

1] Indikatoren fiir Wasserstoffperoxid-Dampf

2] Dampfindikatoren

3] Ethylenoxidindikator

4] Formaldehyd-Indikatoren

5] Indikatoren fur chemische Sterilisationsmittel aus Peressigsaure

6] Indikatoren fur Gammastrahlung

7] Indikatoren flr Heil3luft

Klasse | nicht sterile, nicht wiederverwendbare Vorrichtungen ohne
Messfunktion, gemaf Regel 1 von Anhang VIl

N/A

MD 504862

2019-01-10

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

Park, Syston, Leicester, LE7 1PF, UK.
2025-06-10
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BH“““IE Konformitatserklarung = STERIS

Wir erklaren 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 erfillen. Das Produkt
wurde den Konformitatsbewertungsverfahren gemédl EU MDR unterzogen. Die gesamte
Begleitdokumentation wird beim Hersteller aufbewahrt.

Unterzeichnet fir und im Namen von Albert Browne Ltd, Chancery House, Rayns Way, Watermead
Business Park, Syston, Leicester, LE7 1PF, UK — siehe nachfolgende Unterschriftenseite.

DoC-LC-TF004-Process Indicators Range
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BH“““'IE Konformitatserklarung = STERIS |de

Produkt
&
Basis-
UDI-DI:

0724995LCPIETHYOXIND95

2420 - Ethylene Oxide Integrating Indicator

2421 - Process Ethylene Oxide Indicator Spots

2563 - BX250 Multi Variable Ethylene Oxide Sterilization Indicator

0724995LCPIFORMHYDINDBK
2401 - Multi-Variable Formaldehyde Multi-Variable Control Indicator
2402 - Process Formaldehyde Indicator Spots

0724995L CVERFYPERACIDK4
PCCO029 - Verify® Process Indicator for Reliance™ EPS Endoscope Processing System

0724995L CPISTEAMINDZK
2551 - Multi Variable MVI Steam Sterilization Indicator

0724995LCPITSTCNTRLINTE

2302 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C / 15 mins
2317 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

2340 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

2341 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins and 121 °C / 12 mins
2342 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C / 15 mins
2375 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins and 121 °C /12 mins
2470 - Emulating Des-Check Low Temperature Disinfection Indicator 93°C / 10min

2471 - Emulating Des-Check Low Temperature Disinfection Indicator 90°C / 5min 3103 Emulating TST
Control TM Cycle Verification Indicator 134 °C / 3.5 mins Self-adhesive

3104 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins Self-adhesive

3105 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins Self-adhesive

3107 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins Self-adhesive

3108 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 18 mins Self-adhesive

3702 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 9 mins

3706 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 18 mins3725 Emulating TST
ControlTM Cycle Verification Indicator 134 °C / 7 mins and 121 °C / 20 mins Self Adhesive

3726 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C / 15 mins Self
Adhesive

3727 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins Self-adhesive

3737 - Emulating TST Control™ Spot with Sterilizer Record Book 121 °C / 15 mins

3739 - Emulating TST Control™ Spot with Sterilizer Record Book 134 °C / 3.5 mins

3760 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins and 121 °C / 20 min
5006 - Emulating TST Control™ Cycle Verification Indicator Multi-part label 134 °C / 3.5 mins

5017 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

6610300 - TST Patient Record Card 134 °C / 5.3 mins

0724995L CPICNTRLTUBEGK

7301 - Sterilizer Control Tubes Type 1 (Black Spot) 121 °C /15 min

7302 - Sterilizer Control Tubes Type 2 (Yellow Spot) 134 °C / 3 min

7303 - Sterilizer Control Tubes Type 3 (Green Spot) 160 °C / 60 min

7304 - Sterilizer Control Tubes Type 4 (Blue Spot) 180 °C/ 12 min

7305 - Sterilizer Control Tubes Type 5 (White Spot) 160 °C / 120 min, 170 °C / 65 min, 180 °C / 35 min

0724995L CPIVHPINDEC
2501 - Multi Variable VAPOUR STRIP Multi-Variable Indicator for Vaporised Hydrogen Peroxide

0724995L CVERIFYVHPINDNW
PCCO057 - Verify® HPI Vaporized VH202 Process Indicator Adhesive Label
PCCO062 - Verify® HPI Chemical Indicator

0724995LCCELERITYHPCIST

PCCO075 - Celerity™ HP Chemical Indicator / Indicador Quimico HP

PCCO078 - Celerity™ Vaporized VH202 Process Indicator Adhesive Label / Etiqgueta Adhesiva Indicadora
De Proceso Vaporized VH202

PCCO079 - Celerity™ HP Multivariable Chemical Indicator / Indicador Quimico Multivariable HP

DoC-LC-TF004-Process Indicators Range



ﬂﬂﬂlﬂ"[ Konformitatserklarung

Produkt
&
Basis-
UDI-DI:

0724995LCPIBROWNESMIND9
3100 - Browne Steam Integrating Indicator Type 5
3101 - Browne Steam Integrating Indicator Type 5

ll

STERIS

3789-24 - Documentation System Label for use with BROWNE 3 line label gun 26mm x 25mm

0724995L CPIGAMMARADINQT
3301 - Process Gamma Check Indicator Spots

DoC-LC-TF004-Process Indicators Range
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BROIWUNE AHAQSH SYMMOP®QSHS = STERIS |

Ovoua kai d1evbuvon
KOTOOKEUOOTH:

Eviaiog Ap1Ouog
Katayxwpiong
KaraokeuaoTr (SRN)

‘Ovoua kai d1eubuvon
eouoiodoTnuévou
AVTITTPOCWTTOU:

SRN
eouoiodoTtnuévou
AVTITTPOCWTTOU:

Baoikég UDI-DI:

Mpoiov:

MpofAeTépevog
OKOTIOG:

Tagivéunon:

Koivég rpodiaypa@ég
Tou
XpnoipotrolouvTai:
MoTtotroinTikS(-d) ISO
13485 #:

‘Evapén onuavong CE:

Tétrog ékdoong:

Huepopnvia ékdoong:
Avafswpnon:

Albert Browne Ltd
Chancery House

Rayns Way

Watermead Business Park
Syston

Leicester

LE7 1PF

UK

GB-MF-000017372

STERIS Ireland Ltd

IDA Business and Technology Park
Tullamore

County Offaly

R35 X865

Ireland

IE-AR-0000100065

Agite TNV €mOPEVN geAida auTrg TNG dNAWONG yia TIG AeTITouépPEIEG Tou Baaikou UDI-
DI.

200TNUa BEIKTWY CUOKEUAG TTPOCOMO0IWONG
Agite TNV emOuEVN oeAida auTig TG BNAWONG YIA TIG AETTTOUEPEIEG TOU TTPOIOVTOG.

To oUoTnua JEIKTWY CUCKEUNG TTPOCOUOIWANG €XEl ETTIVONOET yIa va UTTOOEIKVUEI EQV
éva QopTio £XEl UTTOOTEI £TTECEPYyaaTia PEOow HIag dIadIKagiag aTmoaTeipwang UeE
aAAayn xpwpuartog f dAAn euaikn PeTaBoAA. AuToi ol deikTeg TOTTOBETOUVTAI GUVHBWG
€iTe TO E0WTEPIKO TOU BiOKOU, TNG CUCKEUATIAG ] TNG OOKOUAAG, TTPOG ATTOOTEIpWON
TTIPOKEIUEVOU VA TTAPEXETAI N BERAIGTNTA OTI TTANPOUVTAI OI CUVBNKES OTTOCTEIPWONG,
€iTe aTO £EWTEPIKO TOU BiOKOU, TNG CUCKEUATIAG ] TNG OAKOUAQG £TAI WWOTE TA
emeCEpyaouEva Kal Pn ETTECEPYATUEVA QVTIKEINEVA VO UTTOPOUV va TTpoadiopifovTal
ME pia paTid. O1 OeikTEG TUOKEUNG TTPOCOUOIWAONG PTTOPEI ETTIONG VA £XOUV TN JOPY)
QUTOKOAANTWV ETIKETWV.

To oloTnua BEIKTWV CUOKEUNG TTpocOpoiwang TTepIAapBavel Ta akdAouba
UTTOCUVOAQ:

1] Aeikteg e¢arpi{dpevou UTTEPOEEIBIOU TOU USPOYOVOU

2] AcikTeg atpou

3] Acikteg oge1diou Tou alBuAeviou

4] Agikteg @OpUaAdeTidNng

5] AgikTeg uypOoU XNMUIKOU ATTOCTEIPWTIKOU UTTEPOEIKOU 0EE0G

6] AcikTeg akTIvoBoAiag yauua

7] AcikTeg Enpng BeppoTnTOG

KAGon ouokeuég KAGONG | un atrooTEIpWHEVES, XWPIG opyavoloyia HETPNONG Kal un
ETTaVAYPNOIYOTTOIoUNEVEG OUPQWVa pe Tov Kavova 1 tou MNapapthuartog VI

N/A

MD 504862

2019-01-10

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

2025-06-10
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BROIWNE AHAQSH SYMMOP®QSHY STERIS |

AnAwvoupe pe 1O TTApOV OTI N TTapouca ORAWGN CUPMOPPWONG €KOIOETAI HE ATTOKAEIOTIKA €uBUVn Tou
KataokeuaoTr kai o1 10(-a) Trpoava@epouevo(-a) TTpoidv(-Ta) CUPPOP@WVETAI(-ovTal) PE TIG OIATAEEIG TOU
KANONIZMOY (EE) 2017/745 yia T1a 1atpotexvoAoyika trpoidvia (MDR), yia Tnv TpoTtrotroinon tng odnyiag
2001/83/EK, Tou kavoviouou (EK) apiB. 178/2002 kai Tou kavoviouou (EK) apiB. 1223/2009 kai yia Tnv KAtdpynon
Twv 0dnyiwv Tou ZupPBouliou 90/385/EOK kai 93/42/EOK. To trpoidv €xel uttofAnBei ae diadikaaieg afloAdynong
OUPNOPPWONG olpewva pe Tov kavovioud EE MDR. OAa ta dikaiohoynTikd €yypa@a diatnpouvTal OTIG
EYKATOOTACEIG TOU KOTOOKEUAOTH.

Ymoypagn yia Aoyapiacpd tou/tng Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business Park,
Syston, Leicester, LE7 1PF, UK — BA. g€Aida utroypa@uwyv TTapakAaTw.

DoC-LC-TF004-Process Indicators Range



BROIWNE AHAQZH ZYMMOP®QZHS =STERIS |*

Mpoiov & 0724995LCPISTEAMINDZK
Baoikég 2551 - Multi Variable MVI Steam Sterilization Indicator

UDI-DI:

0724995LCCELERITYHPCIST
PCCO075 - CelerityTM HP Chemical Indicator / Indicador Quimico HP
PCCO079 - CelerityTM HP Multivariable Chemical Indicator / Indicador Quimico Multivariable HP

0724995L CPIBROWNESMIND9

3100 - Browne Steam Integrating Indicator Type 5

3101 - Browne Steam Integrating Indicator Type 5

3789-24 - Documentation System Label for use with BROWNE 3 line label gun 26mm x 25mm

0724995L CPIVHPINDEC
2501 - Multi Variable VAPOUR STRIP Multi-Variable Indicator for Vaporised Hydrogen Peroxide

0724995L CPICNTRLTUBEGK

7301 - Sterilizer Control Tubes Type 1 (Black Spot) 121 °C / 15 min

7302 - Sterilizer Control Tubes Type 2 (Yellow Spot) 134 °C / 3 min

7303 - Sterilizer Control Tubes Type 3 (Green Spot) 160 °C / 60 min

7304 - Sterilizer Control Tubes Type 4 (Blue Spot) 180 °C / 12 min

7305 - Sterilizer Control Tubes Type 5 (White Spot) 160 °C / 120 min, 170 °C / 65 min, 180 °C /
35 min

0724995LCPIGAMMARADINQT
3301 - Process Gamma Check Indicator Spots

0724995L CPIFORMHYDINDBK
2401 - Multi-Variable Formaldehyde Multi-Variable Control Indicator

0724995L CPITSTCNTRLINTE

2302 - Emulating TST ControlT™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C/ 15
mins

2317 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

2340 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

2341 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins and 121 °C/ 12
mins

2342 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C/ 15
mins

2375 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins and 121 °C / 12
mins

3103 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins Self-adhesive
3104 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins Self-adhesive
3105 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins Self-adhesive
3107 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins Self-adhesive
3108 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 18 mins Self-adhesive
3702 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 9 mins

3706 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 18 mins

3725 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins and 121 °C / 20
mins Self Adhesive

3726 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C/ 15
mins Self Adhesive

3727 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins Self-adhesive
3760 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins and 121 °C / 20 min

DoC-LC-TF004-Process Indicators Range



BROIWUNE Declaracion De Conformidad = STERIS

Nombre y direccion
del fabricante:

Numero de registro
Unico (NRU) del
fabricante:

Nombre y direccion
del representante
autorizado:

NRU Representante
autorizado:

UDI-DI basico:

Producto:

Finalidad prevista:

Clasificacion:

Especificaciones
comunes utilizadas:

N.° de certificado(s)
ISO 13485:

Inicio de la marca
CE:

Lugar de expedicion:

Fecha de
expedicion:
Revision:

Albert Browne Ltd
Chancery House

Rayns Way

Watermead Business Park
Syston

Leicester

LE7 1PF

UK

GB-MF-000017372

STERIS Ireland Ltd

IDA Business and Technology Park
Tullamore

County Offaly

R35 X865

Ireland

IE-AR-000010065

Consulte la pagina siguiente de esta declaracion para conocer los detalles
bésicos del UDI-DI.

Process Indicators Range
Consulte la pagina siguiente de esta declaracion para conocer los detalles
de los productos.

La gama de indicadores de proceso se utiliza para demostrar, mediante un
cambio de color u otro cambio fisico, si una carga ha estado expuesta a un
proceso de esterilizacion. Normalmente, estos indicadores se colocan
dentro de la bandeja, el paquete o la bolsa a esterilizar para garantizar que
se cumplan las condiciones de esterilizacion, o bien en el exterior de la
bandeja, el paquete o la bolsa para distinguir de un vistazo qué elementos
se han procesado y cuales no. Los indicadores de proceso también se
comercializan en formato de etiquetas autoadhesivas.

La gama de indicadores de proceso esta compuesta por la siguiente
subgama:

1) Indicadores de peréxido de hidrégeno vaporizado

2) Indicadores de vapor

3) Indicadores de 6xido de etileno

4) Indicadores de formaldehido

5) Indicadores de esterilizante quimico liquido de acido peracético

6) Indicadores de radiaciéon gamma

7) Indicadores de calor seco

Clase | no estéril, dispositivos sin funcion de medicién, no reutilizables
segun la regla 1 del anexo VIl

N/A

MD 504862

2019-01-10

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

2025-06-10
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ﬂﬂﬂlﬂ"[ Declaracion De Conformidad

Por la presente manifestamos que esta declaracién 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.c 1223/2009 y se derogan las Directivas 90/385/CEE y 93/42/CEE del Consejo. El producto se ha
sometido a procedimientos de evaluacion de la conformidad de acuerdo con el MDR de la UE. Toda
la documentacion de apoyo se conserva en las instalaciones del fabricante.

Firmado en nombre y representacion de Albert Browne Ltd, Chancery House, Rayns Way, Watermead
Business Park, Syston, Leicester, LE7 1PF, UK - Véase la pagina de firmas mas abajo.

DoC-LC-TF004-Process Indicators Range

es




Bnﬂum[ Declaracién De Conformidad = STERIS

Producto
& UDI-DI
basico:

es

0724995LCPIETHYOXIND95

2420 - Ethylene Oxide Integrating Indicator

2421 - Process Ethylene Oxide Indicator Spots

2563 - BX250 Multi Variable Ethylene Oxide Sterilization Indicator

0724995LCPIFORMHYDINDBK
2401 - Multi-Variable Formaldehyde Multi-Variable Control Indicator
2402 - Process Formaldehyde Indicator Spots

0724995LCVERFYPERACIDKA4

LCCO015 - Celerity™ Chemical Indicator for enspire™ CLCSPS

LCCO023 - Verify® Chemical Indicator for SYSTEM 1 EXPRESS/PLUS using S40TM Sterilant
Concentrate

PCCO029 - Verify® Process Indicator for Reliance™ EPS Endoscope Processing System

0724995LCPISTEAMINDZK
2551 - Multi Variable MVI Steam Sterilization Indicator

0724995LCPITSTCNTRLINTE

2302 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C / 15 mins
2317 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

2340 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

2341 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins and 121 °C /12 mins
2342 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C / 15 mins
2375 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins and 121 °C /12 mins
2470 - Emulating Des-Check Low Temperature Disinfection Indicator 93°C / 10min

2471 - Emulating Des-Check Low Temperature Disinfection Indicator 90°C / 5min

3103 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins Self-adhesive

3104 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins Self-adhesive

3105 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins Self-adhesive

3107 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins Self-adhesive

3108 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 18 mins Self-adhesive

3702 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 9 mins

3706 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 18 mins

3725 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins and 121 °C / 20 mins Self
Adhesive

3726 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C / 15 mins
Self Adhesive

3727 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins Self-adhesive

3737 - Emulating TST Control™ Spot with Sterilizer Record Book 121 °C / 15 mins

3739 - Emulating TST Control™ Spot with Sterilizer Record Book 134 °C / 3.5 mins

3760 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins and 121 °C / 20 min
5006 - Emulating TST Control™ Cycle Verification Indicator Multi-part label 134 °C / 3.5 mins

5017 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

0724995LCPICNTRLTUBEG6K

7301 - Sterilizer Control Tubes Type 1 (Black Spot) 121 °C /15 min

7302 - Sterilizer Control Tubes Type 2 (Yellow Spot) 134 °C / 3 min

7303 - Sterilizer Control Tubes Type 3 (Green Spot) 160 °C / 60 min

7304 - Sterilizer Control Tubes Type 4 (Blue Spot) 180 °C /12 min

7305 - Sterilizer Control Tubes Type 5 (White Spot) 160 °C / 120 min, 170 °C / 65 min, 180 °C / 35 min

0724995L CPIVHPINDEC
2501 - Multi Variable VAPOUR STRIP Multi-Variable Indicator for Vaporised Hydrogen Peroxide

0724995L CVERIFYVHPINDNW

PCCO044 - Verify® Control Quimico VH202 / Vaporized VH202 Chemical Indicator / Indicador Quimico
Vaporizado VH202

PCCO057 - Verify® HPI Vaporized VH202 Process Indicator Adhesive Label

PCCO062 - Verify® HPI Chemical Indicator

DoC-LC-TF004-Process Indicators Range
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Producto
& UDI-DI
basico:

STERIS

ll

0724995LCCELERITYHPCIST

PCCO075 - Celerity™ HP Chemical Indicator / Indicador Quimico HP

PCCO078 - Celerity™ Vaporized VH202 Process Indicator Adhesive Label / Etiqueta Adhesiva
Indicadora De Proceso Vaporized VH202

PCCO079 - Celerity™ HP Multivariable Chemical Indicator / Indicador Quimico Multivariable HP

0724995L CPIVFYSIXCESSTK
PCCO035 - SixCessTM 134C 5.3 Min / 121C 15 Min Indicadores / Indicator / Indicadore

0724995L CPIBROWNESMIND9

3100 - Browne Steam Integrating Indicator Type 5

3101 - Browne Steam Integrating Indicator Type 5

3789-24 - Documentation System Label for use with BROWNE 3 line label gun 26mm x 25mm

0724995LCPIGAMMARADINQT
3301 - Process Gamma Check Indicator Spots

DoC-LC-TF004-Process Indicators Range
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Tootja nimi ja
aadress:

Tootja unikaalne
registreerimisnumber
(SRN):

Volitatud esindaja
nimi ja aadress:

Volitatud esindaja
SRN:

P&hi-UDI-DI:

Toode:

Sihtotstarve:

Klassifikatsioon:

Kasutatud thtsed
kirjeldused:

ISO 13485
sertifikaadi
(sertifikaatide) nr:

CE-margistuse algus:

Véljaandmise koht:

Véljaandmise
kuupéev:

Versioon:

Vastavusdeklaratsioon = STERIS

Albert Browne Ltd
Chancery House

Rayns Way

Watermead Business Park
Syston

Leicester

LE7 1PF

UK

GB-MF-000017372

STERIS Ireland Ltd

IDA Business and Technology Park
Tullamore

County Offaly

R35 X865

Ireland

IE-AR-000010065

UDI-DI péhiandmed leiate kdesoleva avalduse jargmiselt lehekiiljelt.

Tootlemisindikaatorite tootevalik
Toote Uksikasjad leiate kdesoleva avalduse jargmiselt lehelt.

Tootlemisindikaatorite tootevalik on méeldud naitama, kas koormust on
téodeldud steriliseerimisprotsessi kdigus varvimuutuse voi muu flusilise
muutuse abil. Kdnealused indikaatorid paigutatakse tavaliselt kas alusele,
pakendisse vdi kotti steriliseerimiseks, et tagada steriliseerimistingimuste
taitmine, voi aluse, pakendi voi koti valiskiljele, et téddeldud ja toéotlemata
esemeid oleks voimalik kiiresti tuvastada. To6tlemisindikaatorid vdivad olla
ka isekleepuvate siltide kujul.

Tddtlemisindikaatorite tootevalik sisaldab jargmisi alamvalikuid:

1] Aurustunud vesinikperoksiidi indikaatorid

2] Auruindikaatorid

3] Etlleenoksiidi indikaatorid

4] Formaldehuidi indikaatorid

5] Peraadikhappe vedela keemilise steriliseerimise indikaatorid

6] Gammakiirguse indikaatorid

7] Kuiva kuumuse indikaatorid

Klass | mittesteriilsed modtefunktsioonita tihekordselt kasutatavad seadmed
VIII lisa reegli 1 pdhjal

N/A

MD 504862

2019-01-10

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

2025-06-10
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BROIWUNE Vastavusdeklaratsioon

Kinnitame, et siinne vastavusdeklaratsioon on avaldatud tootja ainuvastutusel ning eelnimetatud tooted
on koosk®&las maarusega (EL) 2017/745, milles kasitletakse meditsiiniseadmeid, millega muudetakse
direktiivi 2001/83/EU, maarust (EU) nr 178/2002 ja maarust (EU) nr 1223/2009 ning millega
tunnistatakse kehtetuks ndukogu direktiivid 90/385/EMU ja 93/42/EMU. Toode on labinud
vastavushindamise kooskdlas Euroopa Liidu meditsiiniseadmete méaarusega. Kd&iki tdendavaid
dokumente sailitatakse tootja territooriumil.

Allkirjastatud Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business Park, Syston,
Leicester, LE7 1PF, UK eest ja nimel — vt allkirja lehekdlg allpool.

DoC-LC-TF004-Process Indicators Range
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BH“““]E Vastavusdeklaratsioon = STERIS

Toode
& Pohi-
UDI-DlI:

et

0724995LCPITSTCNTRLINTE

2302 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C / 15 mins
2317 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

2340 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

2341 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins and 121 °C / 12 mins
2342 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C / 15 mins
2375 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins and 121 °C / 12 mins
2470 - Emulating Des-Check Low Temperature Disinfection Indicator 93°C / 10min

2471 - Emulating Des-Check Low Temperature Disinfection Indicator 90°C / 5min

3103 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins Self-adhesive

3104 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins Self-adhesive

3105 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins Self-adhesive

3107 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins Self-adhesive

3108 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 18 mins Self-adhesive

3702 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 9 mins

3706 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 18 mins

3725 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins and 121 °C / 20 mins
Self Adhesive

3726 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C/ 15 mins
Self Adhesive

3727 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins Self-adhesive

3760 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins and 121 °C / 20 min
5006 - Emulating TST Control™ Cycle Verification Indicator Multi-part label 134 °C / 3.5 mins

5017 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

121180 - Emulating TST Control™ Steam Cycle Verification Indicator 5.3 mins / 134 °C

0724995L CPISTEAMINDZK
2551 - Multi Variable MVI Steam Sterilization Indicator

0724995L CPIFORMHYDINDBK
2401 - Multi-Variable Formaldehyde Multi-Variable Control Indicator

0724995LCPIETHYOXIND95
2420 - Ethylene Oxide Integrating Indicator

0724995L CPIBROWNESMIND9

3100 - Browne Steam Integrating Indicator Type 5

3101 - Browne Steam Integrating Indicator Type 5

3789-24 - Documentation System Label for use with BROWNE 3 line label gun 26mm x 25mm

Vaporised Hydrogen Peroxide indicators — 0724995L CPIVHPINDEC
2501 - Multi Variable VAPOUR STRIP Multi-Variable Indicator for Vaporised Hydrogen Peroxide

0724995L CPICNTRLTUBEGK

7301 - Sterilizer Control Tubes Type 1 (Black Spot) 121 °C/ 15 min

7302 - Sterilizer Control Tubes Type 2 (Yellow Spot) 134 °C / 3 min

7303 - Sterilizer Control Tubes Type 3 (Green Spot) 160 °C / 60 min

7304 - Sterilizer Control Tubes Type 4 (Blue Spot) 180 °C /12 min

7305 - Sterilizer Control Tubes Type 5 (White Spot) 160 °C /120 min, 170 °C / 65 min, 180 °C / 35
min

0724995L CPIGAMMARADINQT
3301 - Process Gamma Check Indicator Spots

DoC-LC-TF004-Process Indicators Range




Bnﬂum[ Vaatimustenmukaisuusvakuutus =STERIS

Valmistajan nimi ja
osoite:

Valmistajan
yksil6llinen
rekisterdintitunnus
(SRN)

Valtuutetun edustajan
nimi ja osoite:

Valtuutetun edustajan
SRN:

Perustasoinen UDI-DI:

Tuote:

Kayttotarkoitus:

Luokitus:

Yleiset kaytetyt
tekniset tiedot:

ISO 13485 -
sertifikaattien
numerot:
CE-merkinnan
alkamispéaivamaara:

Mydéntamispaikka:

Myontamispaivamaara:
Tarkistus:

Albert Browne Ltd
Chancery House

Rayns Way

Watermead Business Park
Syston

Leicester

LE7 1PF

UK

GB-MF-000017372

STERIS Ireland Ltd

IDA Business and Technology Park
Tullamore

County Offaly

R35 X865

Ireland

IE-AR-000010065
Katso UDI-DlI-perustiedot tdman vakuutuksen seuraavalta sivulta.

Prosessi-indikaattorien valikoima
Katso tuotetiedot taman vakuutuksen seuraavalta sivulta.

Prosessi-indikaattorivalikoima on tarkoitettu osoittamaan varinvaihdon tai
muun fyysisen muutoksen avulla, onko kuorma kasitelty
sterilointiprosessissa. Indikaattorit sijoitetaan tyypillisesti joko steriloitavan
korin, pakkauksen tai pussin sisalle, kun tarkoituksena on varmistaa, etta
sterilointiolosuhteet tayttyvat. Indikaattorit voidaan sijoittaa myés korin,
pakkauksen tai pussin ulkopuolelle, jolloin kasitellyt ja kasittelemattdémat
tuotteet voidaan tunnistaa yhdella silmayksella. Prosessi-indikaattorit
voivat olla myds itsekiinnittyvia tarroja.

Prosessi-indikaattorivalikoimaan sisaltyy seuraavat alivalikoimat:

1] Hoyrystettyyn vetyperoksidiin perustuvat indikaattorit

2] Héyryindikaattorit

3] Etyleenioksidi-indikaattorit

4] Formaldehydi-indikaattorit

5] Peretikkahappoon perustuvan nestemaisen kemiallisen sterilointiaineen
indikaattorit

6] Gammasateilyindikaattorit

7] Kuumailmaindikaattorit

Luokan | epasteriilit, ei uudelleenkaytettavat laitteet liitteen VIl séannon 1
mukaan

N/A

MD 504862

2019-01-10

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

2025-06-10
36
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BH“““‘IE Vaatimustenmukaisuusvakuutus = STERIS

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

Allekirjoitettu Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business Park, Syston,
Leicester, LE7 1PF, UK nimissa ja puolesta — Katso alla oleva allekirjoitussivu.

DoC-LC-TF004-Process Indicators Range
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Tuote &
Perustasoinen
UDI-DI:

Vaatimustenmukaisuusvakuutus = STERIS | "

0724995L CPIETHYOXIND95
2563 - BX250 Multi Variable Ethylene Oxide Sterilization Indicator

0724995LCPITSTCNTRLINTE

2302 - Emulating TST Control™ Cycle Verification Indicator 134 °C /5.3 mins and 121 °C/ 15
mins

2317 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

2340 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

2341 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins and 121 °C / 12
mins

2342 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C/ 15
mins

2375 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins and 121 °C / 12
mins

2470 - Emulating Des-Check Low Temperature Disinfection Indicator 93°C / 10min

2471 - Emulating Des-Check Low Temperature Disinfection Indicator 90°C / 5min

3103 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins Self-adhesive
3104 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins Self-adhesive
3105 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins Self-adhesive
3107 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins Self-adhesive
3108 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 18 mins Self-adhesive
3702 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 9 mins

3706 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 18 mins

3725 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins and 121 °C/ 20
mins Self Adhesive

3726 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C / 15
mins Self Adhesive

3727 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins Self-adhesive
3760 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins and 121 °C / 20
min

5006 - Emulating TST Control™ Cycle Verification Indicator Multi-part label 134 °C / 3.5 mins
5017 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

121180 - Emulating TST Control™ Steam Cycle Verification Indicator 5.3 mins / 134 °C

0724995LCPISTEAMINDZK
2551 - Multi Variable MVI Steam Sterilization Indicator

0724995LCPICNTRLTUBEG6K

7301 - Sterilizer Control Tubes Type 1 (Black Spot) 121 °C /15 min

7302 - Sterilizer Control Tubes Type 2 (Yellow Spot) 134 °C / 3 min

7303 - Sterilizer Control Tubes Type 3 (Green Spot) 160 °C / 60 min

7304 - Sterilizer Control Tubes Type 4 (Blue Spot) 180 °C / 12 min

7305 - Sterilizer Control Tubes Type 5 (White Spot) 160 °C /120 min, 170 °C / 65 min, 180 °C
/ 35 min

0724995LCPIVHPINDEC
2501 - Multi Variable VAPOUR STRIP Multi-Variable Indicator for Vaporised Hydrogen
Peroxide

0724995L CVERIFYVHPINDNW
PCCO057 - Verify® HPI Vaporized VH202 Process Indicator Adhesive Label
PCCO062 - Verify® HPI Chemical Indicator

0724995LCCELERITYHPCIST

PCCO075 - Celerity™ HP Chemical Indicator / Indicador Quimico HP

PCCO078 - Celerity™ Vaporized VH202 Process Indicator Adhesive Label / Etiqueta Adhesiva
Indicadora De Proceso Vaporized VH202

PCCO079 - CelerityTM HP Multivariable Chemical Indicator / Indicador Quimico Multivariable
HP

0724995L CPIFORMHYDINDBK
2401 - Multi-Variable Formaldehyde Multi-Variable Control Indicator

DoC-LC-TF004-Process Indicators Range



Vaatimustenmukaisuusvakuutus

0724995L CPIBROWNESMIND9
3100 - Browne Steam Integrating Indicator Type 5
3101 - Browne Steam Integrating Indicator Type 5

3789-24 - Documentation System Label for use with BROWNE 3 line label gun 26mm x 25mm

0724995L CPIGAMMARADINQT
3301 - Process Gamma Check Indicator Spots

ll

STERIS

DoC-LC-TF004-Process Indicators Range

fi




Bnﬂum[ Déclaration de Conformité = STERIS

Nom et adresse du
fabricant:

Numéro
d’enregistrement
unique du fabricant
(NEU):

Nom et adresse du
représentant
autorisé:

NEU du représentant
autorisé:

IUD-ID de base:

Produit:

Fins prévues:

Classification:

Spécifications
communes utilisées:

ISO 13485 Numéro
de certificat(s) :

Début du marquage
CE:

Lieu de délivrance:

Date d’émission:

Révision:

Albert Browne Ltd
Chancery House

Rayns Way

Watermead Business Park
Syston

Leicester

LE7 1PF

UK

GB-MF-000017372

STERIS Ireland Ltd

IDA Business and Technology Park
Tullamore

County Offaly

R35 X865

Ireland

IE-AR-000010065

Reportez-vous a la page suivante de cette déclaration pour les détails de
I'UDI-DI de base.

Process Indicators Range
Reportez-vous a la page suivante de cette déclaration pour les détails du
produit.

La gamme d'indicateurs de procédé est congue pour indiquer si une charge
a été traitée par un procédé de stérilisation grace a un changement de
couleur ou autre changement physique. Ces indicateurs sont généralement
placés a l'intérieur du plateau, de I'emballage ou du sachet a stériliser pour
garantir que les conditions de stérilisation ont été respectées, ou a
I'extérieur du plateau, de I'emballage ou du sachet pour pouvoir identifier
d'un coup d'ceil les articles traités et non traités. Les indicateurs de procédé
peuvent également se présenter sous la forme d'étiquettes autocollantes.
La gamme d'indicateurs de procédé contient les sous-gammes suivantes:
1] Indicateurs de peroxyde d'hydrogene vaporisé

2] Indicateurs de vapeur

3] Indicateurs d’oxyde d’éthyléne

4] Indicateurs de test du formaldéhyde

5] Indicateurs de stérilisation chimique liquide a l'acide peracétique

6] Indicateurs de rayonnement gamma

7] Indicateurs de chaleur séche

Classe | dispositifs non stériles, non mesurables et non réutilisables
conformément a la régle 1 de 'annexe VIl

N/A

MD 504862

2019-01-10

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

Park, Syston, Leicester, LE7 1PF, UK.
2025-06-10
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ﬂﬂﬂ““l[ Déclaration de Conformité

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
reglement (CE) no 178/2002 et le reglement (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.

Signé pour et au nom de Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business
Park, Syston, Leicester, LE7 1PF, UK - Voir la page de signature ci-dessous.

DoC-LC-TF004-Process Indicators Range
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BROIWNE Déclaration de Conformité =STERIS |

Produit
& IUD-
ID de
base:

0724995LCPIETHYOXIND95

2420 - Ethylene Oxide Integrating Indicator

2421 - Process Ethylene Oxide Indicator Spots

2563 - BX250 Multi Variable Ethylene Oxide Sterilization Indicator

0724995LCPIFORMHYDINDBK
2401 - Multi-Variable Formaldehyde Multi-Variable Control Indicator
2402 - Process Formaldehyde Indicator Spots

0724995LCVERFYPERACIDKA4

LCCO015 - Celerity™ Chemical Indicator for enspire™ CLCSPS

LCCO023 - Verify® Chemical Indicator for SYSTEM 1 EXPRESS/PLUS using S40™ Sterilant
Concentrate

PCCO029 - Verify® Process Indicator for Reliance™ EPS Endoscope Processing System

0724995L CVERFYSTMEORCUL
RKO019 - Verify® Steam and EO Load Record Card

0724995LCPISTEAMINDZK
2551 - Multi Variable MVI Steam Sterilization Indicator

0724995LCPITSTCNTRLINTE

2302 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C / 15 mins
2317 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

2340 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

2341 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins and 121 °C / 12 mins
2342 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C/ 15 mins
2375 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins and 121 °C / 12 mins
2470 - Emulating Des-Check Low Temperature Disinfection Indicator 93°C / 10min

2471 - Emulating Des-Check Low Temperature Disinfection Indicator 90°C / 5min

3103 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins Self-adhesive

3104 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins Self-adhesive

3105 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins Self-adhesive

3107 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins Self-adhesive

3108 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 18 mins Self-adhesive

3702 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 9 mins

3706 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 18 mins

3725 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins and 121 °C / 20 mins Self
Adhesive

3726 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C / 15 mins Self
Adhesive

3727 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins Self-adhesive

3737 - Emulating TST Control™ Spot with Sterilizer Record Book 121 °C / 15 mins

3739 - Emulating TST Control™ Spot with Sterilizer Record Book 134 °C / 3.5 mins

3760 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins and 121 °C / 20 min
5006 - Emulating TST Control™ Cycle Verification Indicator Multi-part label 134 °C / 3.5 mins

5017 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

0724995LCPICNTRLTUBEGK

7301 - Sterilizer Control Tubes Type 1 (Black Spot) 121 °C / 15 min

7302 - Sterilizer Control Tubes Type 2 (Yellow Spot) 134 °C / 3 min

7303 - Sterilizer Control Tubes Type 3 (Green Spot) 160 °C / 60 min

7304 - Sterilizer Control Tubes Type 4 (Blue Spot) 180 °C /12 min

7305 - Sterilizer Control Tubes Type 5 (White Spot) 160 °C / 120 min, 170 °C / 65 min, 180 °C / 35 min

0724995L CPIVHPINDEC
2501 - Multi Variable VAPOUR STRIP Multi-Variable Indicator for Vaporised Hydrogen Peroxide

0724995L CVERIFYVHPINDNW
PCCO057 - Verify® HPI Vaporized VH202 Process Indicator Adhesive Label
PCCO062 - Verify® HPI Chemical Indicator

DoC-LC-TF004-Process Indicators Range
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Produit
& IUD- 0724995LCCELERITYHPCIST

IDde PCCO075 - Celerity™ HP Chemical Indicator / Indicador Quimico HP

base:

PCCO078 - Celerity™ Vaporized VH202 Process Indicator Adhesive Label / Etiqueta Adhesiva Indicadora

De Proceso Vaporized VH202
PCCO079 - Celerity™ HP Multivariable Chemical Indicator / Indicador Quimico Multivariable HP

0724995L CPIBROWNESMIND9

3100 - Browne Steam Integrating Indicator Type 5

3101 - Browne Steam Integrating Indicator Type 5

3789-24 - Documentation System Label for use with BROWNE 3 line label gun 26mm x 25mm

0724995L CPIGAMMARADINQT
3301 - Process Gamma Check Indicator Spots

DoC-LC-TF004-Process Indicators Range



Bﬂﬂmﬂf |IZJAVA O SUKLADNOSTI = STERIS

Naziv i adresa
proizvodaca:

Jedinstveni
registracijski broj
proizvodaca (SRN)
Naziv i adresa
ovlastenog
zastupnika:

SRN ovlastenog
zastupnika:
Osnovni UDI-DI:

Proizvod:

Namjenska
upotreba:

Razvrstavanje:

Koristene zajednicke
specifikacije:

Br. ISO 13485
certifikata:

Pocetak oznacavanja
oznakom CE:

Mjesto izdavanja:

Datum izdavanja:

Revizija:

Albert Browne Ltd
Chancery House

Rayns Way

Watermead Business Park
Syston

Leicester

LE7 1PF

UK

GB-MF-000017372

STERIS Ireland Ltd

IDA Business and Technology Park
Tullamore

County Offaly

R35 X865

Ireland

IE-AR-000010065

Pojedinosti o osnovnom jedinstvenom identifikatoru (UDI-DI-ju) potrazite na
sljedecoj stranici ove izjave.

Asortiman procesnih indikatora
Pojedinosti o proizvodu potrazite na sljedecoj stranici ove izjave.

Asortiman procesnih indikatora osmi$ljen je kako bi promjenom boje ili
drugom fizi€kom promjenom pokazao je li punjenje obradeno postupkom
sterilizacije. Ti se indikatori obi¢no stavljaju u podlozak, pakiranje ili vrecicu
koji se steriliziraju kako bi se provjerilo jesu li ispunjeni uvjeti za sterilizacije,
ili s vanjske strane podloska, pakiranja ili vrecice kako bi se obradeni i
neobradeni predmeti mogli brzo identificirati. Procesni indikatori mogu biti i u
obliku samoljepljivih oznaka.

Asortiman procesnih indikatora uklju€uje sljedeéi dodatni asortiman:

1] Indikatori za ispareni vodikov peroksid

2] Indikatori za paru

3] Indikatori za etilen-oksid

4] Indikatori za formaldehid

5] Indikatori za tekuée kemijsko sredstvo za sterilizaciju na bazi peroctene
kiseline

6] Indikatori za gama zracenje

7] Indikatori za suhi vruci zrak

Klasa nesterilni proizvodi za jednokratnu uporabu bez mjerne funkcije |
klase u skladu s pravilom 1 iz Priloga VI

N/A
MD 504862
2019-01-10

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

2025-06-10
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nm]um[ 1ZJAVA O SUKLADNOSTI STERIS

Ovime izjavljujemo da se ova izjava o sukladnosti izdaje na isklju¢ivu odgovornost proizvodaca i da
prethodno navedeni proizvod(i) ispunjava(ju) odredbe UREDBE (EU) 2017/745 o medicinskim
proizvodima (MDR), oizmjeni 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.

Potpisano za i u ime Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business Park,
Syston, Leicester, LE7 1PF, UK: pogledati stranicu s potpisima u nastavku.

DoC-LC-TF004-Process Indicators Range
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BROIWUNE 1IZJAVA O SUKLADNOSTI = STERIS

Proizvod

hr

0724995LCPITSTCNTRLINTE

& 2302 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C/ 15

Osnovni
UDI-DI:

mins

2317 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

2340 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

2341 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins and 121 °C / 12 mins
2342 - Emulating TST Control™ Cycle Verification Indicator 134 °C /5.3 mins and 121 °C/ 15
mins

2375 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins and 121 °C / 12 mins
3103 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins Self-adhesive
3104 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins Self-adhesive

3105 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins Self-adhesive
3107 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins Self-adhesive

3108 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 18 mins Self-adhesive

3702 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 9 mins

3706 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 18 mins

3725 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins and 121 °C / 20 mins
Self Adhesive

3726 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C/ 15
mins Self Adhesive

3727 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins Self-adhesive
3760 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins and 121 °C / 20 min
5006 - Emulating TST Control™ Cycle Verification Indicator Multi-part label 134 °C / 3.5 mins
5017 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

0724995LCPIETHYOXIND95
2563 - BX250 Multi Variable Ethylene Oxide Sterilization Indicator

0724995L CPISTEAMINDZK
2551 - Multi Variable MVI Steam Sterilization Indicator

0724995 CPIBROWNESMIND9

3100 - Browne Steam Integrating Indicator Type 5

3101 - Browne Steam Integrating Indicator Type 5

3789-24 - Documentation System Label for use with BROWNE 3 line label gun 26mm x 25mm

0724995L CPIVHPINDEC
2501 - Multi Variable VAPOUR STRIP Multi-Variable Indicator for Vaporised Hydrogen Peroxide

0724995L CPIGAMMARADINQT
3301 - Process Gamma Check Indicator Spots

0724995 CPIFORMHYDINDBK
2401 - Multi-Variable Formaldehyde Multi-Variable Control Indicator

DoC-LC-TF004-Process Indicators Range




Gyart6 neve és cime:

Gyart6 egyedi
regisztracios szama
(SRN)
Meghatalmazott
képvisel6 neve és
cime:

Meghatalmazott
képvisel6 egyedi
regisztraciéos szama:
Alapvetd egyedi
eszkdzazonosito
(UDI-DI):

Termék:

Rendeltetés:

Besorolas:

A hasznalt altaldnos
miiszaki jellemzék:

ISO 13485
tanusitvany(ok)
szama:

CE jeldlés kezdete:

Kiadas helye:

Kiadas datuma:

Atdolgozas:

Megfeleléségi Nyilatkozat = STERIS

Albert Browne Ltd
Chancery House

Rayns Way

Watermead Business Park
Syston

Leicester

LE7 1PF

UK

GB-MF-000017372

STERIS Ireland Ltd

IDA Business and Technology Park
Tullamore

County Offaly

R35 X865

Ireland

IE-AR-000010065

Az alapvet6 UDI-DI részleteket Iasd a jelen nyilatkozat kovetkezé oldalan.

Folyamatindikatorok tartomanya
A termék részleteit lasd a jelen nyilatkozat kdvetkez6 oldalan.

A folyamatindikatorok termékcsaladot ugy tervezték, hogy szinvaltozassal
vagy egyéb fizikai valtozassal jelezze, hogy toltetet alavetették-e a
sterilizalasi folyamatnak. Ezeket az indikatorokat altalaban a sterilizalandé
talcaba, csomagolasba vagy tasakba helyezik az arrél valé meggy6z6dés
érdekében, hogy a sterilizalasi feltételek teljestiltek, illetve a talca, a
csomagolas vagy a tasak kulsejére, hogy a feldolgozott és a feldolgozatlan
tételek egy pillantassal azonosithatok legyenek. A folyamatindikatorok
Ontapadoés cimkék formajaban is elérheték.

A folyamatindikatorok termékcsalad a kovetkezé altermékcsaladokat
tartalmazza:

1] Elpérologtatott hidrogén-peroxid indikatorok

2] Gézindikatorok

3] Etilén-oxid indikatorok

4] Formaldehid indikatorok

5] Perecetsav folyékony kémiai sterilizalo indikatorok

6] Gamma-sugarzas indikatorok

7] Szarazhé-indikatorok

I. osztalyd nem steril, nem mér6, nem Ujrahasznosithatd eszkdzok, a
VIII. Melléklet 1 szabalyanak megfeleléen

N/A

MD 504862

2019-01-10

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

2025-06-10
36
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STERIS

ll

BROIWUNE Megfelel3ségi Nyilatkozat

Ezuton kijelentjiik, hogy ezt a megfeleléségi nyilatkozatot a Gyartd kizarélagos feleléssége alapjan
adjak ki, és hogy a fent emlitett termék(ek) megfelel(nek) az (EU) 2017/745 orvostechnikai eszk6zokrél
(MDR) sz6l6 RENDELETNEK, amely modositjia 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 tanacsi
irAnyelveket. A terméket az EU MDR szerinti megfeleléségértékelési eljarasnak vetik ala. Minden
igazolé dokumentaciot a gyarté telephelyén tarolnak.

Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business Park, Syston, Leicester, LE7
1PF, UK nevében és részérdl alaird személy- Lasd az alabbi alairasi oldal.

DoC-LC-TF004-Process Indicators Range
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Termék &
Alapvet6 egyedi
eszkbzazonosito

(UDI-DI):

Megfeleléségi Nyilatkozat =STERIS [hu

0724995LCPITSTCNTRLINTE

2302 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C/ 15 mins
2317 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

2340 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

2341 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins and 121 °C / 12 mins
2342 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C / 15 mins
2375 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins and 121 °C / 12 mins
2470 - Emulating Des-Check Low Temperature Disinfection Indicator 93°C / 10min

2471 - Emulating Des-Check Low Temperature Disinfection Indicator 90°C / 5min

3103 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins Self-adhesive

3104 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins Self-adhesive

3105 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins Self-adhesive

3107 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins Self-adhesive

3108 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 18 mins Self-adhesive

3702 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 9 mins

3706 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 18 mins

3725 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins and 121 °C / 20 mins
Self Adhesive

3726 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C / 15 mins
Self Adhesive

3727 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins Self-adhesive

3760 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins and 121 °C / 20 min
5006 - Emulating TST Control™ Cycle Verification Indicator Multi-part label 134 °C / 3.5 mins

5017 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

0724995L CVERIFYVHPINDNW
PCCO057 - Verify® HPI Vaporized VH202 Process Indicator Adhesive Label
PCCO062 - Verify® HPI Chemical Indicator

0724995L CCELERITYHPCIST

PCCOQ75 - CelerityTM HP Chemical Indicator / Indicador Quimico HP

PCCOQ78 - CelerityTM Vaporized VH202 Process Indicator Adhesive Label / Etigueta Adhesiva
Indicadora De Proceso Vaporized VH202

PCCOQ79 - CelerityTM HP Multivariable Chemical Indicator / Indicador Quimico Multivariable HP

0724995L CPISTEAMINDZK
2551 - Multi Variable MVI Steam Sterilization Indicator

0724995L CPIVHPINDEC
2501 - Multi Variable VAPOUR STRIP Multi-Variable Indicator for Vaporised Hydrogen Peroxide

0724995L CPIBROWNESMIND9

3100 - Browne Steam Integrating Indicator Type 5

3101 - Browne Steam Integrating Indicator Type 5

3789-24 - Documentation System Label for use with BROWNE 3 line label gun 26mm x 25mm

0724995LCPICNTRLTUBEGK

7301 - Sterilizer Control Tubes Type 1 (Black Spot) 121 °C / 15 min

7302 - Sterilizer Control Tubes Type 2 (Yellow Spot) 134 °C / 3 min

7303 - Sterilizer Control Tubes Type 3 (Green Spot) 160 °C / 60 min

7304 - Sterilizer Control Tubes Type 4 (Blue Spot) 180 °C /12 min

7305 - Sterilizer Control Tubes Type 5 (White Spot) 160 °C / 120 min, 170 °C / 65 min, 180 °C / 35
min

0724995L CPIGAMMARADINQT
3301 - Process Gamma Check Indicator Spots

0724995L CPIFORMHYDINDBK
2401 - Multi-Variable Formaldehyde Multi-Variable Control Indicator

DoC-LC-TF004-Process Indicators Range



BﬂﬂumE Dichiarazione Di Conformita = STERIS

Nome e indirizzo del
fabbricante:

Numero unico di
registrazione (SRN)
del Fabbricante:
Nome e indirizzo del
Rappresentante
autorizzato:

SRN del
Rappresentante
autorizzato:

UDI-DI di base:

Prodotto:

Destinazione d’uso:

Classificazione:

Specifiche comuni
utilizzate:

Certificazione ISO
13485 n.:

Inizio della marcatura
CE:
Luogo di emissione:

Data di emissione:

Revisione:

Albert Browne Ltd
Chancery House

Rayns Way

Watermead Business Park
Syston

Leicester

LE7 1PF

UK

GB-MF-000017372

STERIS Ireland Ltd

IDA Business and Technology Park
Tullamore

County Offaly

R35 X865

Ireland

IE-AR-000010065

Vedere la pagina successiva di questa dichiarazione per dettagli riguardanti
'UDI-DI di base.

Process Indicators Range
Vedere la pagina successiva di questa dichiarazione per dettagli sul
prodotto.

La linea di indicatori di processo & concepita per indicare se un carico &
stato sottoposto a un processo di sterilizzazione tramite una variazione di
colore o un’altra alterazione fisica. Questi indicatori sono solitamente
posizionati all'interno del vassoio, della confezione o della busta da
sterilizzare per fornire la garanzia che le condizioni di sterilizzazione siano
state soddisfatte, oppure sono collocati sull'esterno del vassoio, della
confezione o della busta, in modo da poter identificare a colpo d’occhio gl
articoli trattati da quelli non trattati. Gli indicatori di processo sono disponibili
anche sotto forma di etichette autoadesive.

La linea di indicatori di processo comprende le seguenti sottocategorie:
1] Indicatori di perossido di idrogeno vaporizzato

2] Indicatori di vapore

3] Indicatori di ossido di etilene

4] Indicatori di formaldeide

5] Indicatori di sterilizzante chimico liquido a base di acido peracetico
6] Indicatori di radiazioni gamma

7] Indicatori di calore secco

Dispositivi di Classe | non sterili, non di misurazione, non riutilizzabili ai
sensi della norma 1 dell'Allegato VIII

N/A
MD 504862

2019-01-10

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

2025-06-10
36
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BH“““‘IE Dichiarazione Di Conformita = STERIS

Si dichiara che la presente Dichiarazione di conformita e rilasciata sotto la responsabilita 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.

Firmato in nome e per conto di Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business
Park, Syston, Leicester, LE7 1PF, UK - Vedere la pagina delle firme di seguito.

DoC-LC-TF004-Process Indicators Range




BH“““'IE Dichiarazione Di Conformita = STERIS |it

Prodotto
& UDI-DI
di base:

0724995LCPIETHYOXIND95

2420 Ethylene Oxide Integrating Indicator

2421 - Process Ethylene Oxide Indicator Spots

2563 - BX250 Multi Variable Ethylene Oxide Sterilization Indicator

0724995LCPIFORMHYDINDBK
2401 - Multi-Variable Formaldehyde Multi-Variable Control Indicator
2402 - Process Formaldehyde Indicator Spots

0724995LCVERFYPERACIDK4

LCCO015 - Celerity™ Chemical Indicator for enspire™ CLCSPS

LCCO023 - Verify® Chemical Indicator for SYSTEM 1 EXPRESS/PLUS using S40™ Sterilant Concentrate
PCCO029 - Verify® Process Indicator for Reliance™ EPS Endoscope Processing System

0724995LCPISTEAMINDZK
2551 - Multi Variable MVI Steam Sterilization Indicator

0724995L CPITSTCNTRLINTE

2302 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C/ 15 mins
2317 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

2340 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

2341 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins and 121 °C / 12 mins
2342 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C / 15 mins
2375 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins and 121 °C / 12 mins
2470 - Emulating Des-Check Low Temperature Disinfection Indicator 93°C / 10min

2471 - Emulating Des-Check Low Temperature Disinfection Indicator 90°C / 5min

3103 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins Self-adhesive

3104 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins Self-adhesive

3105 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins Self-adhesive

3107 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins Self-adhesive

3108 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 18 mins Self-adhesive

3702 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 9 mins

3706 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 18 mins

3725 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins and 121 °C / 20 mins Self
Adhesive

3726 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C / 15 mins Self
Adhesive

3727 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins Self-adhesive

3737 - Emulating TST Control™ Spot with Sterilizer Record Book 121 °C / 15 mins

3739 - Emulating TST Control™ Spot with Sterilizer Record Book 134 °C / 3.5 mins

3760 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins and 121 °C / 20 min
5006 - Emulating TST Control™ Cycle Verification Indicator Multi-part label 134 °C / 3.5 mins

5017 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

0724995L CPICNTRLTUBEGK

7301 - Sterilizer Control Tubes Type 1 (Black Spot) 121 °C/ 15 min

7302 - Sterilizer Control Tubes Type 2 (Yellow Spot) 134 °C / 3 min

7303 - Sterilizer Control Tubes Type 3 (Green Spot) 160 °C / 60 min

7304 - Sterilizer Control Tubes Type 4 (Blue Spot) 180 °C /12 min

7305 - Sterilizer Control Tubes Type 5 (White Spot) 160 °C / 120 min, 170 °C / 65 min, 180 °C / 35 min

0724995L CPIVHPINDEC
2501 - Multi Variable VAPOUR STRIP Multi-Variable Indicator for Vaporised Hydrogen Peroxide

0724995L CVERIFYVHPINDNW

PCCO057 - Verify® HPI Vaporized VH202 Process Indicator Adhesive Label
PCCO062 - Verify® HPI Chemical Indicator

DoC-LC-TF004-Process Indicators Range



BROIWUNE Dichiarazione Di Conformita = STERIS |1
Prodotto 0724995LCCELERITYHPCIST
& UDI-DI PCCQ75 - Celerity™ HP Chemical Indicator / Indicador Quimico HP
di base: PCCO078 - Celerity™ Vaporized VH202 Process Indicator Adhesive Label / Etiqueta Adhesiva Indicadora

De Proceso Vaporized VH202
PCCO079 - Celerity™ HP Multivariable Chemical Indicator / Indicador Quimico Multivariable HP

0724995L CPIBROWNESMIND9

3100 - Browne Steam Integrating Indicator Type 5

3101 - Browne Steam Integrating Indicator Type 5

3785-24 - Documentation System Label for use with BROWNE 3 line label gun 26mm x 25mm - Italian
3789-24 - Documentation System Label for use with BROWNE 3 line label gun 26mm x 25mm

0724995L CPIGAMMARADINQT
3301 - Process Gamma Check Indicator Spots

DoC-LC-TF004-Process Indicators Range



BROIWUNE ATITIKTIES DEKLARACIJA = STERIS

Gamintojo pavadinimas
ir adresas:

Gamintojo unikalusis
registracijos numeris
(SRN):

Jgaliotojo atstovo
pavadinimas ir adresas:

lgaliotojo atstovo SRN:

Bazinis UDI-DI:

Gaminys:

Numatytoji paskirtis:

Klasifikacija:

Naudojamos bendrosios
specifikacijos:

ISO 13485 sertifikato (-
y) nr.:

CE Zenklinimo galiojimo
pradzia:

ISdavimo vieta:

ISdavimo data:

Redakcija:

Albert Browne Ltd
Chancery House

Rayns Way

Watermead Business Park
Syston

Leicester

LE7 1PF

UK

GB-MF-000017372

STERIS Ireland Ltd

IDA Business and Technology Park
Tullamore

County Offaly

R35 X865

Ireland

IE-AR-000010065

Pagrindine UDI-DI informacijg rasite kitame Sios deklaracijos puslapyije.

Proceso indikatoriy grupé
ISsamig informacijg apie gaminj rasite kitame Sios deklaracijos
puslapyje.

Proceso indikatoriy grupé skirta parodyti, ar sterilizavimo proceso metu
jkrova buvo apdorota — keiciant spalvg ar kitais fiziniais pokydciais.
Paprastai Sie indikatoriai dedami | sterilizuojamg padéklg, pakuote ar
maiselj, kad bty uztikrinta, jog patenkintos sterilizavimo sglygos, arba
déklo, pakuotés ar maiselio iSoréje, kad baty galima i§ pirmo 2vilgsnio
atpazinti apdorotus ir neapdorotus objektus. Proceso indikatoriai taip pat
gali bati lipniy etike&iy pavidalo.

Proceso indikatoriy grupe sudaro Sie pogrupiai:

1] Vandenilio peroksido plazmos indikatoriai

2] Gary indikatoriai

3] Etileno oksido indikatoriai

4] Formaldehido indikatoriai

5] Peroksiacto rigsties skystos cheminés sterilizavimo medziagos
indikatoriai

6] Gama spinduliuotés indikatoriai

7] Sauso karscio indikatoriai

Klasé | klasés nesterilios, vienkartinés, neturin€ios matavimo funkcijos
priemonés, remiantis VIII priedo 1 taisykle

N/A
MD 504862
2019-01-10

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

2025-06-10
36
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BROIWUNE ATITIKTIES DEKLARACIJA = STERIS

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 keic¢iama 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 procediros, kaip nurodyta ES Reglamente dél medicinos priemoniy. Visa
patvirtinamoji dokumentacija saugoma gamintojo patalpose.

Pasirasyta Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business Park, Syston,
Leicester, LE7 1PF, UK vardu — zr. pasiraSymo puslapj toliau.

DoC-LC-TF004-Process Indicators Range




BROIWUNE ATITIKTIES DEKLARACIJA = STERIS |

Gaminys
&
Bazinis
UDI-DI:

0724995LCPITSTCNTRLINTE

2302 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C / 15 mins
2317 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

2340 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

2341 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins and 121 °C / 12 mins
2342 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C / 15 mins
2375 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins and 121 °C / 12 mins
2470 - Emulating Des-Check Low Temperature Disinfection Indicator 93°C / 10min

2471 - Emulating Des-Check Low Temperature Disinfection Indicator 90°C / 5min

3103 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins Self-adhesive

3104 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins Self-adhesive

3105 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins Self-adhesive

3107 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins Self-adhesive

3108 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 18 mins Self-adhesive

3702 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 9 mins

3706 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 18 mins

3725 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins and 121 °C / 20 mins
Self Adhesive

3726 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C/ 15 mins
Self Adhesive

3727 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins Self-adhesive

3760 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins and 121 °C / 20 min
5006 - Emulating TST Control™ Cycle Verification Indicator Multi-part label 134 °C / 3.5 mins

5017 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

0724995L CPISTEAMINDZK
2551 - Multi Variable MVI Steam Sterilization Indicator

0724995L CPIVHPINDEC
2501 - Multi Variable VAPOUR STRIP Multi-Variable Indicator for Vaporised Hydrogen Peroxide

0724995 CCELERITYHPCIST
PCCOQ75 - Celerity™ HP Chemical Indicator / Indicador Quimico HP
PCCO079 - Celerity™ HP Multivariable Chemical Indicator / Indicador Quimico Multivariable HP

0724995L CPIBROWNESMIND9

3100 - Browne Steam Integrating Indicator Type 5

3101 - Browne Steam Integrating Indicator Type 5

3789-24 - Documentation System Label for use with BROWNE 3 line label gun 26mm x 25mm

0724995L CPIGAMMARADINQT
3301 - Process Gamma Check Indicator Spots

0724995L CPIFORMHYDINDBK
2401 - Multi-Variable Formaldehyde Multi-Variable Control Indicator

DoC-LC-TF004-Process Indicators Range



Razotaja nosaukums
un adrese:

Razotaja vienotais
registracijas numurs
(Single Registration
Number — SRN):
Pilnvarota parstavja
nosaukums un
adrese:

Pilnvarota parstavja
SRN:
Pamata UDI-DI:

Izstradajums:

Paredzétais noliks:

Klasifikacija:

Izmantotas kopé€jas
specifikacijas:

ISO 13485 sertifikata
vai sertifikatu Nr.:

CE zimes
pieskirSanas datums:
lzdoSanas vieta:

lzdoSanas datums:

Versija:

ATBILSTIBAS DEKLARACIJA = STERIS |V

Albert Browne Ltd
Chancery House

Rayns Way

Watermead Business Park
Syston

Leicester

LE7 1PF

UK

GB-MF-000017372

STERIS Ireland Ltd

IDA Business and Technology Park
Tullamore

County Offaly

R35 X865

Ireland

IE-AR-000010065

UDI-DI pamatinformaciju skatiet $1s deklaracijas nakamaja lapa.

Procesa indikatoru klasts
Stkaku informaciju par produktu skatiet 8Ts deklaracijas nakamaja lapa.

Procesa indikatoru klasts ir paredzéts, lai, mainot krasu vai veicot citas fiziskas izmainas,
noradrtu, vai komplekts ir apstradats sterilizacijas procesa. Sie indikatori parasti tiek ievietoti
steriliz€jamaja paplaté, iepakojuma vai maisina, lai nodroSinatu sterilizacijas nosacijumu izpildi,
vai paplates, iepakojuma vai maisina arpuseé, lai varétu atri identificét apstradatos un
neapstradatos priekSmetus. Procesa indikatori var bat art pasliméjoSu etikeSu veida.
Procesa indikatoru klasta apaksgrupas:

1] iztvaicéta Gdenraza peroksida indikatori;

2] tvaika indikatori;

3] etilenoksida indikatori;

4] formaldehida indikatori;

5] peroksietikskabes Skidra kimiska sterilizatora indikatori;

6] gamma starojuma indikatori;

7] sausa siltuma indikatori;

| klases nesterilas, mérisanai neparedzétas, atkartoti nelietojamas ierices saskana ar
VIII pielikuma 1. Noteikumu

N/A
MD 504862

2019-01-10

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

2025-06-10

36

Ar S0 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 mediciniskam iericém
(Medicinisko ieric¢u regula), ar ko groza Direktivu 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. Izstradajumam ir veiktas atbilstibas novértéSanas procediras
saskana ar ES Medicinisko iericu regulu. Visi apliecinoSie dokumenti ir saglabati razotaja objektos.

Parakstits Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business Park, Syston, Leicester, LE7 1PF, UK
varda — skatit paraksta lapu talak.

DoC-LC-TF004-Process Indicators Range



BH“““IE ATBILSTIBAS DEKLARACIJA = STERIS v

Izstradajums 0724995LCPITSTCNTRLINTE
& Pamata 2302 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C/ 15 mins

UDI-DI:

2317 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

2340 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

2341 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins and 121 °C / 12 mins
2342 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C / 15 mins
2375 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins and 121 °C / 12 mins
2470 - Emulating Des-Check Low Temperature Disinfection Indicator 93°C / 10min

2471 - Emulating Des-Check Low Temperature Disinfection Indicator 90°C / 5min

3103 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins Self-adhesive
3104 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins Self-adhesive

3105 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins Self-adhesive
3107 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins Self-adhesive

3108 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 18 mins Self-adhesive

3702 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 9 mins

3706 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 18 mins

3725 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins and 121 °C / 20 mins
Self Adhesive

3726 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C / 15 mins
Self Adhesive

3727 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins Self-adhesive
3760 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins and 121 °C / 20 min
5006 - Emulating TST Control™ Cycle Verification Indicator Multi-part label 134 °C / 3.5 mins
5017 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

0724995L CPISTEAMINDZK
2551 - Multi Variable MVI Steam Sterilization Indicator

0724995L CPIETHYOXIND95
2420 - Ethylene Oxide Integrating Indicator

0724995L CPIBROWNESMIND9

3100 - Browne Steam Integrating Indicator Type 5

3101 - Browne Steam Integrating Indicator Type 5

3789-24 - Documentation System Label for use with BROWNE 3 line label gun 26mm x 25mm

0724995LCCELERITYHPCIST
PCCOQ75 - Celerity™ HP Chemical Indicator / Indicador Quimico HP
PCCO079 - Celerity™ HP Multivariable Chemical Indicator / Indicador Quimico Multivariable HP

0724995L CPIETHYOXIND95
2421 - Process Ethylene Oxide Indicator Spots

0724995LCPIVHPINDEC
2501 - Multi Variable VAPOUR STRIP Multi-Variable Indicator for Vaporised Hydrogen Peroxide

0724995LCPICNTRLTUBEG6K

7301 - Sterilizer Control Tubes Type 1 (Black Spot) 121 °C /15 min

7302 - Sterilizer Control Tubes Type 2 (Yellow Spot) 134 °C / 3 min

7303 - Sterilizer Control Tubes Type 3 (Green Spot) 160 °C / 60 min

7304 - Sterilizer Control Tubes Type 4 (Blue Spot) 180 °C /12 min

7305 - Sterilizer Control Tubes Type 5 (White Spot) 160 °C / 120 min, 170 °C / 65 min, 180 °C / 35
min

0724995LCPIGAMMARADINQT
3301 - Process Gamma Check Indicator Spots

0724995LCPIFORMHYDINDBK
2401 - Multi-Variable Formaldehyde Multi-Variable Control Indicator

DoC-LC-TF004-Process Indicators Range



BH“““"E Conformiteitsverklaring = STERIS

Naam en adres van de
fabrikant:

Single Registration
Number (SRN) van de
fabrikant:

Naam en adres van de
bevoegde
vertegenwoordiger:

Bevoegde
vertegenwoordiger SRN:

Basis-UDI-DI:
Product:

Beoogd doel:

Classificatie:

Gebruikte
gemeenschappelijke
specificaties:

ISO 13485-
certificaat/certificaten nr.:

Ingangsdatum CE-
markering:

Plaats van uitgifte:

Datum van uitgifte:
Revisie:

Albert Browne Ltd
Chancery House

Rayns Way46

Watermead Business Park
Syston

Leicester

LE7 1PF

UK

GB-MF-000017372

STERIS Ireland Ltd

IDA Business and Technology Park
Tullamore

County Offaly

R35 X865

Ireland

IE-AR-000010065

Zie de volgende pagina van deze verklaring voor informatie over de
Basic UDI-DI.

Assortiment procesindicatoren
Zie de volgende pagina van deze verklaring voor productdetails.

Het assortiment procesindicatoren is ontworpen om door middel van
een kleurverandering of een andere fysieke verandering aan te geven
of een lading door een sterilisatieproces is verwerkt. Deze indicatoren
worden doorgaans in de te steriliseren tray, verpakking of zak
geplaatst om er zeker van te zijn dat aan de sterilisatievoorwaarden is
voldaan, of aan de buitenkant van de tray, verpakking of zak, zodat de
verwerkte en niet-verwerkte items in een oogopslag kunnen worden
geidentificeerd. Procesindicatoren kunnen ook de vorm hebben van
zelfklevende labels.

Het assortiment procesindicatoren bevat de volgende
subassortimenten:

1] Indicatoren voor verdampte waterstofperoxide

2] Stoomindicatoren

3] Indicatoren voor ethyleenoxide

4] Indicatoren voor formaldehyde

5] Indicatoren voor viloeibare chemische sterilisatiemiddelen met
perazijnzuur

6] Indicatoren voor gammastraling

7] Indicatoren voor droge hitte

Klasse | niet steriele, niet metende, niet herbruikbare hulpmiddelen
conform voorschrift 1 van Bijlage VIII

N/A

MD 504862

2019-01-10

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

2025-06-10
36
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BROWNE Conformiteitsverklaring = STERIS

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.

Ondertekend voor en namens Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business
Park, Syston, Leicester, LE7 1PF, UK - Zie onderstaande handtekeningpagina.

DoC-LC-TF004-Process Indicators Range
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BROIWUNE Conformiteitsverklaring = STERIS |[n

Product
& Basic
UDI-DI:

0724995LCPITSTCNTRLINTE

2302 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C/ 15 mins
2317 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

2340 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

2341 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins and 121 °C/ 12 mins
2342 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C/ 15 mins
2375 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins and 121 °C/ 12 mins
3103 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins Self-adhesive

3104 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins Self-adhesive

3105 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins Self-adhesive

3107 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins Self-adhesive

3108 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 18 mins Self-adhesive

3702 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 9 mins

3706 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 18 mins

3725 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins and 121 °C / 20 mins
Self Adhesive

3726 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C / 15 mins
Self Adhesive

3727 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins Self-adhesive

3737 - Emulating TST Control™ Spot with Sterilizer Record Book 121 °C / 15 mins

3739 - Emulating TST Control™ Spot with Sterilizer Record Book 134 °C / 3.5 mins

3760 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins and 121 °C / 20 min
5006 - Emulating TST Control™ Cycle Verification Indicator Multi-part label 134 °C / 3.5 mins

5017 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

0724995L CVERIFYVHPINDNW
PCCO057 - Verify® HPI Vaporized VH202 Process Indicator Adhesive Label
PCCO062 - Verify® HPI Chemical Indicator

0724995L CCELERITYHPCIST

PCCO075 - Celerity™ HP Chemical Indicator / Indicador Quimico HP

PCCO078 - Celerity™ Vaporized VH202 Process Indicator Adhesive Label / Etiqueta Adhesiva
Indicadora De Proceso Vaporized VH202

PCCO079 - Celerity™ HP Multivariable Chemical Indicator / Indicador Quimico Multivariable HP

0724995L CPISTEAMINDZK
2551 - Multi Variable MVI Steam Sterilization Indicator

0724995L CPIBROWNESMIND9

3100 - Browne Steam Integrating Indicator Type 5

3101 - Browne Steam Integrating Indicator Type 5

3789-24 - Documentation System Label for use with BROWNE 3 line label gun 26mm x 25mm

0724995L CPIVHPINDEC
2501 - Multi Variable VAPOUR STRIP Multi-Variable Indicator for Vaporised Hydrogen Peroxide

0724995LCPICNTRLTUBE6GK

7301 - Sterilizer Control Tubes Type 1 (Black Spot) 121 °C/ 15 min

7302 - Sterilizer Control Tubes Type 2 (Yellow Spot) 134 °C / 3 min

7303 - Sterilizer Control Tubes Type 3 (Green Spot) 160 °C / 60 min

7304 - Sterilizer Control Tubes Type 4 (Blue Spot) 180 °C / 12 min

7305 - Sterilizer Control Tubes Type 5 (White Spot) 160 °C / 120 min, 170 °C / 65 min, 180 °C / 35
min

0724995LCPIGAMMARADINQT
3301 - Process Gamma Check Indicator Spots

0724995L CPIFORMHYDINDBK
2401 - Multi-Variable Formaldehyde Multi-Variable Control Indicator

DoC-LC-TF004-Process Indicators Range



Nazwa i adres
producenta;

Indywidualny numer
rejestracyjny (SRN)
producenta

Nazwa i adres
autoryzowanego
przedstawiciela:

Indywidualny numer
rejestracyjny (SRN)
autoryzowanego
przedstawiciela:

Kod UDI-DI:

Produkt:

Przeznaczenie:

Klasyfikacja:

Uzyte wspélne
specyfikacje:

Nr certyfikatu(-6w)
ISO 13485:
Poczatek
obowigzywania
oznaczenia CE:
Miejsce wydania:

Data wydania:

Wersja:

Deklaracja Zgodno$ci = STERIS

Albert Browne Ltd
Chancery House

Rayns Way

Watermead Business Park
Syston

Leicester

LE7 1PF

UK

GB-MF-000017372

STERIS Ireland Ltd

IDA Business and Technology Park
Tullamore

County Offaly

R35 X865

Ireland

IE-AR-000010065

Podstawowe informacje dotyczace UDI-DI znajdujg sie ma nastepne;j
stronie niniejszej deklaraciji.

Asortyment wskaznikdéw Process Indicators
Szczegoly produktu znajdujg sie na nastepnej stronie niniejszej deklaraciji.

Asortyment urzgdzen testowych (wskaznikéw) Process Indicators zostat
zaprojektowany tak, by wskazywat, czy wsad zostat nalezycie

wysterylizowany poprzez zmiane barwy lub zmiane innych cech fizycznych.

Wskazniki te sg zazwyczaj umieszczane wewnatrz kuwety, pakietu lub
torebki do sterylizacji w celu zapewnienia, ze warunki sterylizacji zostaty
spetnione, lub tez na zewnatrz kuwety, pakietu lub torebki, by mozna byto
tatwo rozpoznac¢ elementy juz poddane i jeszcze nie poddane sterylizacji.
Wskazniki mogg rowniez mieé forme samoprzylepnych etykiet.
Asortyment wskaznikdw Process Indicators obejmuje nastepujace
podgrupy:

1] Wskazniki dla odparowanego nadtlenku wodoru

2] Wskazniki dla pary

3] Wskaznik dla tlenku etylenu

4] Wskazniki dla formaldehydu

5] Wskazniki dla chemicznego $rodka sterylizujgcego w postaci ptynnego
kwasu nadoctowego

6] Wskazniki dla promieniowania gamma

7] Wskazniki dla ciepta suchego

Klasa I, wyroby niesterylne, bez funkcji pomiarowej, nienadajgce sie do
ponownego uzytku, zgodnie z regutg 1 z Zatgcznika VIII

N/A
MD 504862

2019-01-10

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

2025-06-10
36
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STERIS

ll

ﬂﬂﬂ““l[ Deklaracja Zgodnosci

Oswiadczamy, ze niniejsza deklaracja zgodnosci zostaje wydana na wylgczng odpowiedzialnosé
Producenta, oraz ze wyzej wymieniony(-e) produkt(y) spetnia(ja) wymagania ROZPORZADZENIA
(UE) 2017/745 w sprawie wyrobéw medycznych (MDR), zmiany dyrektywy 2001/83/WE,
rozporzgdzenia (WE) nr 178/2002 i rozporzgdzenia (WE) nr 1223/2009 oraz uchylenia dyrektyw Rady
90/385/EWG i 93/42/EWG. Produkt zostat poddany procedurom oceny zgodnosci zgodnie
z rozporzadzeniem MDR UE. Catos¢ potwierdzajgcej to dokumentacji jest przechowywana
u producenta.

Podpisano dla oraz w imieniu Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business
Park, Syston, Leicester, LE7 1PF, UK — patrz ponizsza strona podpisow.

DoC-LC-TF004-Process Indicators Range




BHU““]E Deklaracja Zgodnosci =STERIS |

Produkt
& Basic
UDI-DI:

0724995LCPIETHYOXIND95

2420 - Ethylene Oxide Integrating Indicator

2421 - Process Ethylene Oxide Indicator Spots

2563 - BX250 Multi Variable Ethylene Oxide Sterilization Indicator

0724995LCPIFORMHYDINDBK
2401 - Multi-Variable Formaldehyde Multi-Variable Control Indicator
2402 - Process Formaldehyde Indicator Spots

Steam indicators - 0724995LCPITSTCNTRLINTE

2302 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C / 15 mins
2317 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

2340 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

2341 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins and 121 °C / 12 mins
2342 - Emulating TST Control™ Cycle Verification Indicator 134 °C /5.3 mins and 121 °C / 15 mins
2375 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins and 121 °C / 12 mins
2470 - Emulating Des-Check Low Temperature Disinfection Indicator 93°C / 10min

2471 - Emulating Des-Check Low Temperature Disinfection Indicator 90°C / 5min

3103 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins Self-adhesive

3104 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins Self-adhesive

3105 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins Self-adhesive

3107 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins Self-adhesive

3108 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 18 mins Self-adhesive

3702 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 9 mins

3706 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 18 mins

3725 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins and 121 °C / 20 mins
Self Adhesive

3726 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C / 15 mins
Self Adhesive

3727 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins Self-adhesive

3760 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins and 121 °C / 20 min
5006 - Emulating TST Control™ Cycle Verification Indicator Multi-part label 134 °C / 3.5 mins

5017 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

0724995L CPICNTRLTUBEGK

7301 - Sterilizer Control Tubes Type 1 (Black Spot) 121 °C / 15 min

7302 - Sterilizer Control Tubes Type 2 (Yellow Spot) 134 °C / 3 min

7303 - Sterilizer Control Tubes Type 3 (Green Spot) 160 °C / 60 min

7304 - Sterilizer Control Tubes Type 4 (Blue Spot) 180 °C / 12 min

7305 - Sterilizer Control Tubes Type 5 (White Spot) 160 °C / 120 min, 170 °C/ 65 min, 180 °C / 35
min

0724995L CPIVHPINDEC
2501 - Multi Variable VAPOUR STRIP Multi-Variable Indicator for Vaporised Hydrogen Peroxide

0724995L CVERIFYVHPINDNW
PCCO057 - Verify® HPI Vaporized VH202 Process Indicator Adhesive Label
PCCO062 - Verify® HPI Chemical Indicator

0724995LCCELERITYHPCIST

PCCOQ75 - Celerity™ HP Chemical Indicator / Indicador Quimico HP

PCCO078 - Celerity™ Vaporized VH202 Process Indicator Adhesive Label / Etiqueta Adhesiva
Indicadora De Proceso Vaporized VH202

PCCO079 - Celerity™ HP Multivariable Chemical Indicator / Indicador Quimico Multivariable HP

0724995LCPISTEAMINDZK
2551 - Multi Variable MVI Steam Sterilization Indicator

0724995L CPIBROWNESMIND9

3100 - Browne Steam Integrating Indicator Type 5

3101 - Browne Steam Integrating Indicator Type 5

3789-24 - Documentation System Label for use with BROWNE 3 line label gun 26mm x 25mm

0724995L CPIGAMMARADINQT
3301 - Process Gamma Check Indicator Spots

DoC-LC-TF004-Process Indicators Range



Bnnum[ Declaracao De Conformidade = STERIS

Nome e morada do
Fabricante:

Numero de Registo
Unico (NRU) do
Fabricante

Nome e morada do
Representante
Autorizado

NRU Representante
Autorizado:
UDI-DI basico:

Produto:

Finalidade
pretendida:

Classificacéao:

Especificacbes
comuns utilizadas:

Certificado(s) ISO
13485 n.

Inicio da marcacéo
CE:

Local de emisséo:

Data de emisséao:

Revisao:

Albert Browne Ltd
Chancery House

Rayns Way

Watermead Business Park
Syston

Leicester

LE7 1PF

UK

GB-MF-000017372

STERIS Ireland Ltd

IDA Business and Technology Park
Tullamore

County Offaly

R35 X865

Ireland

IE-AR-000010065

Consulte a pagina seguinte da presente declaragdo para detalhes do Basic
UDI-DI.

Gama de Indicadores de Processo
Para mais informag¢®es sobre o produto, consulte a pagina seguinte da
presente declaracéo.

A Gama de Indicadores de Processo foi concebida para indicar se uma
carga foi processada através de um processo de esterilizagao por meio de
alteracao de cor ou de outra alteracgao fisica. Estes indicadores sao
normalmente colocados ou no interior da bandeja, da embalagem ou da
bolsa a esterilizar, para garantir que as condi¢des de esterilizagdo foram
cumpridas, ou no exterior da bandeja, da embalagem ou da bolsa, para que
os artigos processados e ndo processados possam ser identificados num
relance. Os indicadores de processo podem também ter a forma de
etiquetas autocolantes.

A Gama de Indicadores de Processo contém as seguintes sub-gamas:

1] Indicadores de perdxido de hidrogénio vaporizado

2] Indicadores de vapor

3] Indicadores de 6xido de etileno

4] Indicadores de formaldeido

5] Indicadores de quimicos esterilizantes liquidos de acido peracético

6] Indicadores de radiagdo gama

7] Indicadores de calor seco

Dispositivos de Classe | nao-estéril, sem medicao, ndo reutilizaveis, de
acordo com a Regra 1 do Anexo VIl

N/A
MD 504862
2019-01-10

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

2025-06-10
36
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ﬂﬂﬂum[ Declaracao De Conformidade

Declaramos pelo presente documento que esta declaracdo de conformidade é emitida sob a
responsabilidade exclusiva do Fabricante e que os produtos supramencionados cumprem as
disposi¢cfes 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 avaliacdo
da conformidade, de acordo com o Regulamento de Dispositivos Médicos da Unido Europeia. Toda a
documentacéo de apoio é conservada nas instalages do fabricante.

Assinado por e em nome de Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business
Park, Syston, Leicester, LE7 1PF, UK - Ver pagina de assinatura em baixo.
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BROIWNE Declaragdo De Conformidade = STERIS [nt

Produto
& UDI-
DI
basico:

0724995L CPIETHYOXIND95
2421 - Process Ethylene Oxide Indicator Spots
2563 - BX250 Multi Variable Ethylene Oxide Sterilization Indicator

0724995L CPIFORMHYDINDBK
2401 - Multi-Variable Formaldehyde Multi-Variable Control Indicator
2402 - Process Formaldehyde Indicator Spots

0724995LCVERFYPERACIDKA4

LCCO015 - Celerity™ Chemical Indicator for enspire™ CLCSPS

LCCO023 - Verify® Chemical Indicator for SYSTEM 1 EXPRESS/PLUS using S40™ Sterilant
Concentrate

0724995L CPISTEAMINDZK
2551 - Multi Variable MVI Steam Sterilization Indicator

0724995LCPITSTCNTRLINTE

2302 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C/ 15 mins
2317 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

2340 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

2341 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins and 121 °C / 12 mins
2342 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C / 15 mins
2375 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins and 121 °C / 12 mins
2470 - Emulating Des-Check Low Temperature Disinfection Indicator 93°C / 10min

2471 - Emulating Des-Check Low Temperature Disinfection Indicator 90°C / 5min

3103 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins Self-adhesive

3104 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins Self-adhesive

3105 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins Self-adhesive

3107 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins Self-adhesive

3108 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 18 mins Self-adhesive

3702 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 9 mins

3706 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 18 mins

3725 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins and 121 °C / 20 mins Self
Adhesive

3726 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C / 15 mins
Self Adhesive

3727 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins Self-adhesive

3760 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins and 121 °C / 20 min
5006 - Emulating TST Control™ Cycle Verification Indicator Multi-part label 134 °C / 3.5 mins

5017 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

0724995L CPICNTRLTUBEGK

7301 - Sterilizer Control Tubes Type 1 (Black Spot) 121 °C / 15 min

7302 - Sterilizer Control Tubes Type 2 (Yellow Spot) 134 °C / 3 min

7303 - Sterilizer Control Tubes Type 3 (Green Spot) 160 °C / 60 min

7304 - Sterilizer Control Tubes Type 4 (Blue Spot) 180 °C / 12 min

7305 - Sterilizer Control Tubes Type 5 (White Spot) 160 °C / 120 min, 170 °C / 65 min, 180 °C / 35 min

0724995L CPIBROWNESMIND9

3100 - Browne Steam Integrating Indicator Type 5

3101 - Browne Steam Integrating Indicator Type 5

3789-24 - Documentation System Label for use with BROWNE 3 line label gun 26mm x 25mm
3794-24 - Documentation System Label for use with BROWNE 3 line label gun 26mm x 25mm —
Portuguese

0724995L CPIVHPINDEC
2501 - Multi Variable VAPOUR STRIP Multi-Variable Indicator for Vaporised Hydrogen Peroxide

0724995L CVERIFYVHPINDNW

PCCO044 - Verify® Control Quimico VH202 / Vaporized VH202 Chemical Indicator / Indicador Quimico
Vaporizado VH202

PCCO057 - Verify® HPI Vaporized VH202 Process Indicator Adhesive Label

DoC-LC-TF004-Process Indicators Range



Bﬂﬂum[ Declaracdo De Conformidade

Produto
& UDI-
DI
basico:

STERIS

ll

PCCO062 - Verify® HPI Chemical Indicator

0724995LCCELERITYHPCIST

PCCO075 - Celerity™ HP Chemical Indicator / Indicador Quimico HP

PCCO078 - Celerity™ Vaporized VH202 Process Indicator Adhesive Label / Etiqueta Adhesiva
Indicadora De Proceso Vaporized VH202

PCCO079 - Celerity™ HP Multivariable Chemical Indicator / Indicador Quimico Multivariable HP

0724995LCPIVFYSIXCESSTK
PCCO035 - SixCess™ 134C 5.3 Min / 121C 15 Min Indicadores / Indicator / Indicadore

0724995L CPIGAMMARADINQT
3301 - Process Gamma Check Indicator Spots

DoC-LC-TF004-Process Indicators Range
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BH“““"E Declaratie De Conformitate = STERIS

Numele si adresa Albert Browne Ltd
producatorului: Chancery House
Rayns Way
Watermead Business Park
Syston
Leicester
LE7 1PF
UK

Numar unic de GB-MF-000017372
inregistrare al
producatorului (SRN)
Numele siadresa STERIS Ireland Ltd
reprezentantului IDA Business and Technology Park
autorizat: Tullamore
County Offaly
R35 X865
Ireland

SRN-ul IE-AR-000010065
reprezentantului
autorizat:
UDI-DI de baza: Consultati pagina urmatoare a acestei declaratii pentru detaliile UDI-DI de
baza.

Produs: Gama de indicatori de proces
Consultati pagina urmatoare a acestei declaratii pentru detalii despre
produs.

Scopul propus: Gama de indicatori de proces este conceputa pentru a indica daca o
sarcina a fost procesata printr-un proces de sterilizare prin intermediul
schimbarii culorii sau altd modificare fizica. Acesti indicatori sunt plasati, de
obicei, fie Tn interiorul tavii, pachetului sau pungii care urmeaza sa fie
sterilizate, pentru a asigura ca au fost indeplinite conditiile de sterilizare, fie
pe partea exterioara a tavii, pachetului sau pungii, astfel incat elementele
prelucrate si neprelucrate sa poata fi identificate dintr-o privire. Indicatorii de
proces pot fi, de asemenea, sub forma de etichete autoadezive.

Gama de indicatori de proces contine urmatoarele sub-game:
1] Indicatori de peroxid de hidrogen vaporizat

2] Indicatori de abur

3] Integratori de oxid de etilena

4] Integratori de formaldehida

5] Indicatori de sterilizare chimica lichida cu acid peracetic

6] Indicatori de radiatii gamma

7] Indicatori de caldura uscata

Clasificare: Clasa |, dispozitive nesterile, fara functie de masurare, nereutilizabile, in
conformitate cu regula __ din Anexa VIII
Specificatii generale N/A
utilizate:

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

Data de inceputa 2019-01-10
marcajului CE:

Locul emiterii:  Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business
Park, Syston, Leicester, LE7 1PF, UK.

Data emiterii: 2025-06-10
Revizia: 36

DoC-LC-TF004-Process Indicators Range
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ﬂﬂﬂlﬂ"[ Declaratie De Conformitate

Declaram prin prezentul document ca aceasta declaratie de conformitate este emisa sub
responsabilitatea exclusiva a Producatorului si ca produsul (produsele) mentionat(e) mai sus respecta
dispozitile REGULAMENTULUI (UE) 2017/745 privind dispozitivele medicale (MDR), de modificare a
Directivei 2001/83/CE, a Regulamentului (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 procedurilor
de evaluare a conformitatii conform MDR UE. intreaga documentatie justificativa este pastrata la sediul
producatorului.

Semnat pentru si in numele Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business
Park, Syston, Leicester, LE7 1PF, UK - A se vedea pagina de semnaturi mai jos.
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BH“““IE Declaratie De Conformitate =STERIS

Produs
& UDI-
Dl de
baza:

ro

0724995LCPITSTCNTRLINTE

2302 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C/ 15 mins
2317 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

2340 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

2341 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins and 121 °C / 12 mins
2342 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C / 15 mins
2375 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins and 121 °C / 12 mins
3103 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins Self-adhesive

3104 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins Self-adhesive

3105 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins Self-adhesive

3107 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins Self-adhesive

3108 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 18 mins Self-adhesive

3702 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 9 mins

3706 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 18 mins

3725 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins and 121 °C / 20 mins
Self Adhesive

3726 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C / 15 mins
Self Adhesive

3727 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins Self-adhesive

3760 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins and 121 °C / 20 min
5006 - Emulating TST Control™ Cycle Verification Indicator Multi-part label 134 °C / 3.5 mins

5017 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

0724995L CPISTEAMINDZK
2551 - Multi Variable MVI Steam Sterilization Indicator

0724995L CPIETHYOXIND95
2420 - Ethylene Oxide Integrating Indicator

0724995L CPIVHPINDEC
2501 - Multi Variable VAPOUR STRIP Multi-Variable Indicator for Vaporised Hydrogen Peroxide

0724995LCCELERITYHPCIST
PCCOQ75 - CelerityTM HP Chemical Indicator / Indicador Quimico HP
PCCO079 - CelerityTM HP Multivariable Chemical Indicator / Indicador Quimico Multivariable HP

0724995LCPIBROWNESMIND9

3100 - Browne Steam Integrating Indicator Type 5

3101 - Browne Steam Integrating Indicator Type 5

3789-24 - Documentation System Label for use with BROWNE 3 line label gun 26mm x 25mm

0724995L CPIGAMMARADINQT
3301 - Process Gamma Check Indicator Spots

0724995LCPIFORMHYDINDBK
2401 - Multi-Variable Formaldehyde Multi-Variable Control Indicator

DoC-LC-TF004-Process Indicators Range




Nazov a adresa
vyrobcu:

Jedine¢né
registracné Cislo
vyrobcu

(SRN = Single
Registration
Number)

Nazov a adresa
opravneného
zastupcu:

SRN opréavneného
zastupcu:
Zakladny
identifikator UDI-DI:
Produkt:

Zamyslany ucel:

Klasifikacia:

Pouzité spolo¢né
Specifikacie:

ISO 13485
Certifikat(y) ¢.:
Datum zaciatku
oznacovania
znackou zhody CE:
Miesto vydania:

Datum vydania:

Revidované vydanie:

Vyhlasenie O Zhode = STERIS

Albert Browne Ltd
Chancery House

Rayns Way

Watermead Business Park
Syston

Leicester

LE7 1PF

UK

GB-MF-000017372

STERIS Ireland Ltd

IDA Business and Technology Park
Tullamore

County Offaly

R35 X865

Ireland

IE-AR-000010065
Zakladné podrobnosti o UDI-DI najdete na dal$ej strane tohto vyhlasenia.

Sortiment indikatorov procesu
Podrobnosti o produkte najdete na dal$ej strane tohto vyhlasenia.

Sortiment indikatorov na overenie procesu je navrhnuty tak, aby indikatory
indikovali uspesSnost sterilizatného procesu prostrednictvom zmeny farby
alebo inej fyzickej zmeny. Tieto indikatory su zvy&ajne umiestnené vnutri
zasobnika, balenia alebo vrecka, ktoré sa maju sterilizovat, aby sa
zabezpecilo, ze boli splnené podmienky sterilizacie. Niektoré sa mézu
umiestnit’ na vonkajsiu stranu zasobnika, balenia alebo vrecka, aby sa dalo
na prvy pohfad rozoznat, &i boli poloZky spracované alebo nie. Indikatory
procesu mbézu mat’ aj formu samolepiacich &titkov.

Sortiment indikatorov procesu obsahuje nasledujuce série:

1] Indikatory odpareného peroxidu vodika

2] Indikatory pary

3] Indikatory etylénoxidu

4] Indikatory formaldehydu

5] Indikatory kyseliny peroctovej, kvapalného pripravku na chemicku
sterilizaciu

6] Indikatory gama Ziarenia

7] Indikatory suchého tepla

Trieda | zariadenia nesterilné, bez meracej funkcie, opatovne nepouzitelné
podla Pravidla 1 Prilohy VIII

N/A
MD 504862
2019-01-10

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

2025-06-10
36
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BROWNE Vyhlasenie O Zhode = STERIS

Tymto vyhlasujeme, Ze toto Vyhlasenie o zhode sa vydava na vyhradnu zodpovednost Vyrobcu a ze
vysSie uvedeny/-é vyrobok/-ky spifia/-ji ustanovenia NARIADENIA (EU) 2017/745 o zdravotnickych
pombdckach (MDR), ktorym sa meni a dopifia smernica 2001/83/ES, nariadenie (ES) &. 178/2002 a
nariadenie (ES) €. 1223/2009, ktorym sa ruSia smernice Rady 90/385/EHS a 93/42/EHS. Na dany
vyrobok boli aplikované postupy posudzovania zhody podia nariadenia EU o zdravotnickych
poméckach (MDR). Kompletna sprievodna dokumentécia sa nachadza v priestoroch vyrobcu.

Podpisané za a v mene Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business Park,
Syston, Leicester, LE7 1PF, UK — pozrite podpisovu stranu nizsie.
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BROIWUNE Vyhlasenie O Zhode = STERIS |sk

Vyrobok
&
Zakladné
Cislo
UDI-DI:

0724995LCPITSTCNTRLINTE

2302 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C / 15 mins
2317 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

2340 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

2341 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins and 121 °C / 12 mins
2342 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C / 15 mins
2375 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins and 121 °C / 12 mins
2470 - Emulating Des-Check Low Temperature Disinfection Indicator 93°C / 10min

2471 - Emulating Des-Check Low Temperature Disinfection Indicator 90°C / 5min

3103 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins Self-adhesive

3104 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins Self-adhesive

3105 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins Self-adhesive

3107 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins Self-adhesive

3108 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 18 mins Self-adhesive

3702 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 9 mins

3706 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 18 mins

3725 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins and 121 °C / 20 mins
Self Adhesive

3726 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C/ 15 mins
Self Adhesive

3727 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins Self-adhesive

3760 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins and 121 °C / 20 min
5006 - Emulating TST Control™ Cycle Verification Indicator Multi-part label 134 °C / 3.5 mins

5017 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

0724995L CPISTEAMINDZK
2551 - Multi Variable MVI Steam Sterilization Indicator

0724995L CPIFORMHYDINDBK
2401 - Multi-Variable Formaldehyde Multi-Variable Control Indicator

0724995 CCELERITYHPCIST
PCCOQ75 - CelerityTM HP Chemical Indicator / Indicador Quimico HP

0724995LCPIETHYOXIND95
2421 - Process Ethylene Oxide Indicator Spots

0724995L CPIBROWNESMIND9

3100 - Browne Steam Integrating Indicator Type 5

3101 - Browne Steam Integrating Indicator Type 5

3789-24 - Documentation System Label for use with BROWNE 3 line label gun 26mm x 25mm

0724995L CPIVHPINDEC
2501 - Multi Variable VAPOUR STRIP Multi-Variable Indicator for Vaporised Hydrogen Peroxide

0724995L CPICNTRLTUBEGK

7301 - Sterilizer Control Tubes Type 1 (Black Spot) 121 °C/ 15 min

7302 - Sterilizer Control Tubes Type 2 (Yellow Spot) 134 °C / 3 min

7303 - Sterilizer Control Tubes Type 3 (Green Spot) 160 °C / 60 min

7304 - Sterilizer Control Tubes Type 4 (Blue Spot) 180 °C / 12 min

7305 - Sterilizer Control Tubes Type 5 (White Spot) 160 °C / 120 min, 170 °C/ 65 min, 180 °C / 35
min

0724995L CPIGAMMARADINQT
3301 - Process Gamma Check Indicator Spots

DoC-LC-TF004-Process Indicators Range



Ime in naslov
proizvajalca:

Enotnaregistrska
Stevilka proizvajalca
(SRN)

Ime in naslov
pooblas¢enega
zastopnika:

SRN pooblaséenega
zastopnika:

Osnovni UDI-DI:

Izdelek:

Predvideni namen:

Razvrstitev:

Uporabljene skupne
specifikacije:

St. certifikata(-ov)
ISO 13485:

Zacetek oznacéevanja
z oznako CE:
Kraj izdaje:

Datum izdaje:

Revizija:

Izjava O Skladnosti = STERIS

Albert Browne Ltd
Chancery House

Rayns Way

Watermead Business Park
Syston

Leicester

LE7 1PF

UK

GB-MF-000017372

STERIS Ireland Ltd

IDA Business and Technology Park
Tullamore

County Offaly

R35 X865

Ireland

IE-AR-000010065

Za osnovne podrobnosti UDI-DI glejte naslednjo stran te izjave.

Serija indikatorjev procesa
Podrobnosti o0 izdelku najdete na nasledniji strani te izjave.

Serija indikatorjev procesa je zasnovana tako, da s spremembo barve ali
drugo fizi€no spremembo pokaze, ali je bil material obdelan v postopku
sterilizacije. Ti indikatorji so obi¢ajno namesceni znotraj pladnja, embalaze
ali vreCke, ki se sterilizira, da se zagotovi izpolnjevanje pogojev sterilizacije,
ali na zunaniji strani pladnja, embalaze ali vreCke, da je mogoce na prvi
pogled prepoznati obdelane in neobdelane izdelke. Indikatorji procesa so
lahko tudi v obliki samolepilnih nalepk.

Serija indikatorjev procesa vsebuje naslednje podserije:

1] Indikatorji uparjenega vodikovega peroksida

2] Parni indikatorji

3] Indikatorji etilen oksida

4] Indikatorji formaldehida

5] Indikatorji tekoCega kemi¢nega sterilizatorja perocetne kisline

6] Indikatorji gama sevanja

7] Indikatorji suhe vrocine

Razred | — nesterilni pripomocki brez merilne funkcije in za enkratno
uporabo v skladu s pravilo __ Priloge VI

N/A

MD 504862

2019-01-10

Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business
Park, Syston, Leicester, LE7 1PF, UK.
2025-06-10

36
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BROIWUNE Izjava O Skladnosti

Izjavljamo, da je za izdajo te izjave o skladnosti odgovoren izkljuéno proizvajalec in da zgoraj navedeni
izdelek(-ki) izpolnjuje(-jo) dolocbe UREDBE (EU) 2017/745 o medicinskih pripomockih, spremembi
Direktive 2001/83/ES, Uredbe (ES) s§t. 178/2002 in Uredbe (ES) §t. 1223/2009 ter razveljavitvi direktiv
Sveta 90/385/EGS in 93/42/EGS. Izdelek je bil predmet postopkov ugotavljanja skladnosti v skladu z
Uredbo EU o medicinskih pripomockih. Vsa pripadajoCa dokumentacija je shranjena v prostorih
proizvajalca.

Podpisano za in vimenu Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business Park,
Syston, Leicester, LE7 1PF, UK — glejte podpisno stran spodaj.
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BROWNE Izjava O Skladnosti = STERIS |

Izdelek 0724995LCPITSTCNTRLINTE
& 2302 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C/ 15 mins

Osnovni
UDI-DI:

2317 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

2340 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

2341 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins and 121 °C / 12 mins
2342 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C / 15 mins
2375 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins and 121 °C / 12 mins
3103 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins Self-adhesive

3104 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins Self-adhesive

3105 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins Self-adhesive

3107 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins Self-adhesive

3108 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 18 mins Self-adhesive

3702 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 9 mins

3706 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 18 mins

3725 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins and 121 °C / 20 mins
Self Adhesive

3726 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C / 15 mins
Self Adhesive

3727 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins Self-adhesive

3760 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins and 121 °C / 20 min
5006 - Emulating TST Control™ Cycle Verification Indicator Multi-part label 134 °C / 3.5 mins

5017 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

0724995LCPISTEAMINDZK
2551 - Multi Variable MVI Steam Sterilization Indicator

0724995L CPIFORMHYDINDBK
2402 - Process Formaldehyde Indicator Spots

0724995L CPIBROWNESMIND9

3100 - Browne Steam Integrating Indicator Type 5

3101 - Browne Steam Integrating Indicator Type 5

3789-24 - Documentation System Label for use with BROWNE 3 line label gun 26mm x 25mm

0724995LCPIVHPINDEC
2501 - Multi Variable VAPOUR STRIP Multi-Variable Indicator for Vaporised Hydrogen Peroxide

0724995L CPIGAMMARADINQT
3301 - Process Gamma Check Indicator Spots

0724995L CPIFORMHYDINDBK
2401 - Multi-Variable Formaldehyde Multi-Variable Control Indicator

DoC-LC-TF004-Process Indicators Range



BROWNE Forséakran Om Overensstammelse = STERIS

Tillverkarens namn
och adress:

Tillverkarens
enskilda
registreringsnummer
(SRN)

Namn och adress till
auktoriserad
representant:

Auktoriserad
representants SRN:

Grundlaggande UDI-
DlI:
Produkt:

Avsett andamal:

Klassificering:

Anvanda
gemensamma
specifikationer:
ISO 13485
certifikatsnr:

Borjan av CE-
markning:

Utfardad pa platsen:

Utfardandedatum:

Revision:

Albert Browne Ltd
Chancery House

Rayns Way

Watermead Business Park
Syston

Leicester

LE7 1PF

UK

GB-MF-000017372

STERIS Ireland Ltd

IDA Business and Technology Park
Tullamore

County Offaly

R35 X865

Ireland

IE-AR-000010065

Se nasta sida i denna deklaration fér grundlaggande UDI-DI-detaljer.

Processindikatorer
Se nésta sida i denna deklaration for produktdetaljer.

Processindikatorerna ar utformade for att visa om en last har bearbetats
genom en steriliseringsprocess med en fargférandring eller annan fysisk
férandring. Dessa indikatorer placeras vanligtvis antingen inuti brickan,
forpackningen eller pasen, som ska steriliseras for att sakerstalla att
steriliseringsvillkoren har uppfyllts, eller pa utsidan av brickan,
forpackningen eller pasen sa att bearbetade och obearbetade féremal
snabbt kan identifieras. Processindikatorer kan ocksa vara i form av
sjalvhaftande etiketter.

Processindikatorsortimentet innehaller féljande undersortiment:

1] Indikatorer for férangad vateperoxid

2] Angindikatorer

3] Etylenoxidindikatorer

4] Formaldehydindikatorer

5] Indikatorer for flytande kemiskt steriliseringsmedel med perattiksyra
6] Gammastralningsindikatorer

7] Indikatorer for torr varme

Klass | icke-sterila, icke-matande, ej ateranvandbara enheter enligt regel 1 i
bilaga VI

N/A

MD 504862
2019-01-10

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

2025-06-10
36

DoC-LC-TF004-Process Indicators Range
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BH“““IE Forsdakran Om Overensstammelse = STERIS

Vi forklarar harmed att denna forsékran om dverensstammelse utfardas under tillverkarens ensamma
ansvar och att ovannamnda produkter uppfyller bestimmelserna i FORORDNING (EU) 2017/745 for
medicintekniska produkter (MDR) om &ndring av direktiv 2001/83/EG, férordning (EG) nr 178/2002 och
forordning (EG) nr 1223/2009 och om upphavande av radets direktiv 90/385/EEG och 93/42/EEG.
Produkten har utsatts for beddmningar av Overensstémmelse enligt EU MDR. All
underlagsdokumentation bevaras i tillverkarens lokaler.

Undertecknat for, och p& uppdrag av Albert Browne Ltd, Chancery House, Rayns Way, Watermead
Business Park, Syston, Leicester, LE7 1PF, UK — Se signatursidan nedan.

DoC-LC-TF004-Process Indicators Range

SV




Forsakran Om Overensstammelse = STERIS | sv

Produkt & 0724995LCPITSTCNTRLINTE
Grundlaggande 2302 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C/ 15

UDI-DI:

mins

2317 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

2340 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

2341 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins and 121 °C / 12
mins

2342 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C/ 15
mins

2375 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins and 121 °C /12
mins

3103 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins Self-adhesive
3104 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins Self-adhesive
3105 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins Self-adhesive
3107 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins Self-adhesive
3108 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 18 mins Self-adhesive
3702 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 9 mins

3706 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 18 mins

3725 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins and 121 °C / 20
mins Self Adhesive

3726 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C/ 15
mins Self Adhesive

3727 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins Self-adhesive
3760 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins and 121 °C / 20
min

5006 - Emulating TST Control™ Cycle Verification Indicator Multi-part label 134 °C / 3.5 mins
5017 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

121180 - Emulating TST Control™ Steam Cycle Verification Indicator 5.3 mins / 134 °C

0724995L CPISTEAMINDZK
2551 - Multi Variable MVI Steam Sterilization Indicator

0724995LCCELERITYHPCIST

PCCO075 - Celerity™ HP Chemical Indicator / Indicador Quimico HP

PCCO079 - Celerity™ HP Multivariable Chemical Indicator / Indicador Quimico Multivariable
HP

0724995L CPIBROWNESMIND9

3100 - Browne Steam Integrating Indicator Type 5

3101 - Browne Steam Integrating Indicator Type 5

3789-24 - Documentation System Label for use with BROWNE 3 line label gun 26mm x
25mm

0724995LCPIVHPINDEC
2501 - Multi Variable VAPOUR STRIP Multi-Variable Indicator for Vaporised Hydrogen
Peroxide

0724995LCPICNTRLTUBEGK

7301 - Sterilizer Control Tubes Type 1 (Black Spot) 121 °C / 15 min

7302 - Sterilizer Control Tubes Type 2 (Yellow Spot) 134 °C / 3 min

7303 - Sterilizer Control Tubes Type 3 (Green Spot) 160 °C / 60 min

7304 - Sterilizer Control Tubes Type 4 (Blue Spot) 180 °C /12 min

7305 - Sterilizer Control Tubes Type 5 (White Spot) 160 °C / 120 min, 170 °C / 65 min, 180
°C /35 min

0724995L CPIGAMMARADINQT
3301 - Process Gamma Check Indicator Spots

0724995L CPIFORMHYDINDBK
2401 - Multi-Variable Formaldehyde Multi-Variable Control Indicator

DoC-LC-TF004-Process Indicators Range



Ureticinin Adi ve Adresi:

Uretici Miinferit Kayit
Numarasi (SRN)

Yetkili Temsilcinin Adi ve
Adresi:

Yetkili Temsilci SRN’si:
Temel UDI-DI:

Uriin:

Kullanim Amaci:

Siniflandirma:

Kullanilan Ortak Ozellikler:

ISO 13485
Belgesi/Belgeleri No.:

CE isaretinin Baslangici:
Verildigi Yer:

Verildigi Tarih:
Revizyon:

UYGUNLUK BEYANI = STERIS

Albert Browne Ltd
Chancery House

Rayns Way

Watermead Business Park
Syston

Leicester

LE7 1PF

UK

GB-MF-000017372

STERIS Ireland Ltd

IDA Business and Technology Park
Tullamore

County Offaly

R35 X865

Ireland

IE-AR-000010065

Temel UDI-DI ayrintilari igin bu beyanin sonraki sayfasina bakin.

Proses Gostergeleri Serisi
Urln ayrintilari igin bu beyanin sonraki sayfasina bakin.

Proses Gostergeleri Serisi, bir yikin renk dedisimi veya baska bir fiziksel
degisim yoluyla bir sterilizasyon prosesi yoluyla islenip islenmedigini gdstermek
Uzere tasarlanmistir. Bu gostergeler tipik olarak ya sterilizasyon kosullarinin
karsilandigindan emin olmak igin sterilize edilecek tepsinin, paketin ya da
kesenin igine ya da islenmis ve islenmemis 6gelerin bir bakista tespit
edilebilmesi icin tepsinin, paketin ya da kesenin disina yerlestirilir. Proses
gOstergeleri ayrica kendinden yapiskanli etiketler seklinde de olabilir.
Proses Gostergeleri Serisi asagidaki alt araliklari igerir:

1] Buharlastiriimis Hidrojen Peroksit géstergeleri

2] Buhar gostergeleri

3] Etilen Oksit gostergeleri

4] Formaldehit gdstergeleri

5] Perasetik Asit sivi kimyasal sterilize edici gostergeleri

6] Gama Radyasyonu goéstergeleri

7] Kuru Isi gbstergeleri

Class | non-sterile, non-measuring, non-reusable devices according to Rule 1
of Annex VIII

N/A
MD 504862

2019-01-10

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

2025-06-10
36

DoC-LC-TF004-Process Indicators Range



BROWNE UYGUNLUK BEYANI =STERIS |

Bu uygunluk beyaninin yalnizca Ureticinin sorumlulugu altinda yayinlandigini ve yukarida belirtilen
Urnin/Grinlerin, 2001/83/EC sayih Direktifi, (EC) 178/2002 sayili Yonetmeligi ve (EC) 1223/2009 sayili
Yonetmeligi degistiren ve 90/385/EEC ve 93/42/EEC sayili Konsey Direktiflerini ylrtrlikten kaldiran (AB)
2017/745 sayil Tibbi Cihazlar YONETMELIGI (MDR) hiikiimlerini kargiladigini beyan ederiz. Uriin, AB MDR'ye
gOre uygunluk degerlendirme prosedurlerine tabi tutulmustur. Yukarida belirtilen Griintin/Urinlerin, Avrupa
Parlamentosu ve konseyin 08/06/2011 tarihli, elektrikli ve elektronik ekipmanda belirli tehlikeli maddelerin
kullaniminin kisittanmasina iliskin 2011/65/EU (tadil edilmis sekliyle) sayili Tehlikeli Maddelerin Kisitlanmasi
(RoHS) direktifine uygun oldugunu beyan ederiz. Tum destekleyici belgeler ureticinin tesislerinde saklanir.

Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business Park, Syston, Leicester, LE7 1PF, UK
icin ve adina imzalanmistir — Asagidaki imza sayfasina bakin.

Product
& Basic
UDI-DI:

0724995LCPIETHYOXIND95
2563 - BX250 Multi Variable Ethylene Oxide Sterilization Indicator

0724995LCPIFORMHYDINDBK
2401 - Multi-Variable Formaldehyde Multi-Variable Control Indicator

0724995LCPISTEAMINDZK
2551 - Multi Variable MVI Steam Sterilization Indicator

0724995LCPITSTCNTRLINTE

2302 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C / 15 mins
2317 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

2340 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

2341 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins and 121 °C / 12 mins
2342 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C/ 15 mins
2375 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins and 121 °C / 12 mins
3103 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins Self-adhesive

3104 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 4 mins Self-adhesive

3105 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins Self-adhesive

3107 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins Self-adhesive

3108 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 18 mins Self-adhesive

3702 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 9 mins

3706 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 18 mins

3725 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins and 121 °C / 20 mins Self
Adhesive

3726 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 5.3 mins and 121 °C / 15 mins Self
Adhesive

3727 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins Self-adhesive

3760 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 7 mins and 121 °C / 20 min
5006 - Emulating TST Control™ Cycle Verification Indicator Multi-part label 134 °C / 3.5 mins
5006-800 - Emulating TST Control™ Cycle Verification Indicator Multi-part label 134 °C / 3.5 mins
5017 - Emulating TST Control™ Cycle Verification Indicator 134 °C / 3.5 mins

0724995LCPIBROWNESMIND9

3100 - Browne Steam Integrating Indicator Type 5

3101 - Browne Steam Integrating Indicator Type 5

3789-24 - Documentation System Label for use with BROWNE 3 line label gun 26mm x 25mm

0724995L CPIVHPINDEC
2501 - Multi Variable VAPOUR STRIP Multi-Variable Indicator for Vaporised Hydrogen Peroxide

0724995LCCELERITYHPCIST

PCCO075 - Celerity™ HP Chemical Indicator / Indicador Quimico HP
PCCO079 - Celerity™ HP Multivariable Chemical Indicator / Indicador Quimico Multivariable HP

DoC-LC-TF004-Process Indicators Range



