BH“N"E Declaration of Conformity = STERIS

Class | non-sterile, non-measuring devices

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

Single Registration
Number (SRN):

Authorized STERIS Ireland Ltd
Representative: IDA Business and Technology Park
Tullamore
County Offaly
R35 X865
Ireland

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

Basic UDI-DI: Helix Load Test - 0724995LCPENHELIXLOAD37
Classification: Class | non-sterile, non-measuring according to Rule 1 of Annex VII|

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

ISO 13485 Certificate Number MD 504862
Certificate(s) #:

Start of CE Marking: 2019-01-24

Place, Date of Issue: Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business
Park, Syston, Leicester, LE7 1PF, UK.
2021-07-28

Quality Approval

Signature: f\(/pMMAAM"M’V/ - Date: ¢ ﬂ 07’_2./

Name and Title: S. Hammond, Quality Director

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

Page 1 of 22 DoC-LC-TF002-Steam Penetration Test Range
Issue 11

en




BROUINE| FEKNAPALIMS 3A COTBETCTBME = STERIS

Knac | HecTepunHu, HensmepsaTenHn ngenus

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

EpouHeH perucTpalUoHeH -
Homep (EPH)

YnunHomoueH STERIS Ireland Ltd

npeactasuten: |IDA Business and Technology Park
Tullamore
County Offaly
R35 X865
Ireland

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

OcHoBeH UDI-DI (yHukaneH Helix Load Test - 0724995LCPENHELIXLOAD37
waeHTudukaTop Ha usgenue-
uaeHTuUKaTop Ha nlpenue):
Knacudmkauma: Knac | HecTepunHu, HemsmepeaTenH U3fenna CbINacHo npasuno ___ ot
Mpunoxexune VI

3asBsiBaMe, Ye HacToslaTta Aeknapauus 3a CbOTBETCTBME Ce W3faBa Ha NbfiHata OTTOBOPHOCT
Ha MpoussoauTensa U ropecnomeHaToTo(uTe) w3genue(s) cLoTBeTCTBA(T) Ha pasnopeabute B
PEFMAMEHT (EO) 2017/745 3a meguumnHckn usgenua (PM[), mamensw Oupektusa 2001/83/EOQ,
PernameHT (EO) Ne 178/2002 u Pernament (EQ) Ne 1223/2009, u ormersL Qupektusu 90/385/ENO
1 93/42/ENO Ha CvBeTa. N3genneTto e 61Mno nognoxeHo Ha npoLienypu 3a OLieHKa Ha CbOTBETCTBUETO
cbrnacHo PM[ Ha EC. BCuuky AONLAHUTENHU JOKYMEHTU Ce ChXpaHsABaT OT NPOU3BOAUTENSA.

Ceptudukar(u) ISO Certificate Number MD 504862
13485 Ne

Havano xHa 2019-01-24
mapkuposka CE:

MsicTo, pata Ha Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business
uspaBaHe: Park, Syston, Leicester, LE7 1PF, UK.
2021-07-28

TexHu4Yecko opobpeHue

Moanmc: [/M. pata: &1 6712/

Ume n
anbexHocT: S. Hammond, Quality Director

SCS-148-TM-005 O6paseu Ha [leknapauns 3a cboTeetcteue (EC PM) — Knac | HectepunHn, Hewsmepeateniu Bepeua 2
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BROWNE PROHLASENI O SHODE STERIS

Trida | nesterilni, neméfici zafizeni

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

Jedineéné -
registracni ¢islo
(SRN)
Opravnény STERIS Ireland Ltd
zastupce: [IDA Business and Technology Park
Tullamore
County Offaly
R35 X865
Ireland

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

Zakladni UDI-DI:  Helix Load Test - 0724995LCPENHELIXLOAD37

Klasifikace: Trida | nesterilni, neméfici zafizeni, podle Pravidia 1 Pfilohy VI

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

C. certifikatu/-t 1ISO  Certificate Number MD 504862
13485:

Zahajeni ziskani 2019-01-24
oznaceni CE:

Misto, datum Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business
vystaveni: Park, Syston, Leicester, LE7 1PF, UK.
2021-07-28

Technické schvaleni

Podpis: f‘/ /' Datum: 25/ p 22/

Jméno atitul: S. Hammond, Quality Director

SCS-148-TM-005 Vzor prohlddeni o shodé (EU MDR) — _Ttida I nesterilni, neméfici  Verze 2
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mmumE Overensstemmelseserklaering STERIS

Klasse | ikke-sterile, ikke-malende enheder

Producent: Albert Browne Ltd
Chancery House

Rayns Way
Watermead Business Park
Syston ‘ :
Leicester
LE7 1PF
UK

Enkelt -

registreringsnummer
(SRN):

Autoriseret STERIS Ireland Ltd
repraesentant: |DA Business and Technology Park
Tultamore
County Offaly
R35 X865
Ireland

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

Basal UDI-DI: Helix Load Test - 0724995LCPENHELIXLOAD37
Klassificering: Klasse | ikke-steril, ikke-malende enheder i henhold til regel 1 i bilag VI

Vi erkleerer hermed, at denne overensstemmelseserkleering er udstedt udelukkende under
producentens ansvar for, at det/de ovennzevnte 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 ophaever de lokale direktiver 90/385/EQF og
93/42/EQF. Produktet er blevet underlagt overensstemmelsesvurderingsprocedurer i
overensstemmelse med EU MDR. Al supplerende dokumentation er indhentet pad producentens
preemisser.

ISO 13485 Certifikat(er) Certificate Number MD 504862
nr.:

Start pa CE-markning: 2019-01-24

Sted, udstedelsesdato: Albert Browne Lid, Chancery House, Rayns Way, Watermead Business
Park, Syston, Leicester, LE7 1PF, UK.
2021-07-28

Teknisk godkendelse

Underskrift: !'C/AMMW Dato: 281 071 71

Navn og titel: S. Hammond, Quality Director

SCS-148-TM-005 Skabelon til overensstemmelseserklzering (EU MDR) - Klasse | ikke-steril, ikke-malende Version 2
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BnnmnE AHAQZH ZYMMOP®QO2ZH2 STERIS

KAGon | un atrooTelpwiEVES, XWPIG opyavoloyia HETPNONG CUOKEUEG

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

Eviaiog ApiBuog
Karaxwpiong (SRN):
Efouoiodornuévog STERIS Ireland Ltd
avrirpéowtog: IDA Business and Technology Park
Tullamore
County Offaly
R35 X865
Ireland

Mpoiév: Steam Penetration Test Range .
2367 Euronda TST Helix Daily Steam Penetration Test 132°C - 137°C

Baoikég UDI-DI:  Helix Load Test - 0724995 CPENHELIXLOAD37

Tagivépnon: KAAGon | un aTTooTeEIpwEVES, Xwpig opyavoAoyia HETPNONG CUCKEUEG
oUuewva Je Tov Kavéva 1 tou Napaprriparog VI

AnAtvoupe pe To TTOPSY OTH ) TTapolUoa SrAwan CUPHOPPWONG EKBIGETAI UE QTTOKALIOTIKN £UBUVN TOU
KaTaokeuaaTr| Kal 6Tl T0(-a) TTPOavapePOUEVO(-a) TTPOIOV(-TA) CUHHOPPUWVETaI(-ovTal) HE TIG DIaTASEIg
Tou KANONIZMOY (EE) 2017/745 yia 1a 1a1potexvoAoyikd Tpoidvia (MDR), yia v Tpotmotroinon tng
odnyiag 2001/83/EK, Tou kavoviouoU (EK) apib. 178/2002 kai Tou kavoviopoU (EK) api®. 1223/2009
KQI yla TNV Katdpynon Twv odnyiiv Tou ZupBouliou 90/385/EOK kai 93/42/EOK. To mpoiov £xel
uTToBANBEi o€ diadikacieg aglcAdynong cupudPEWONG CUNPWVA e Tov kavovioué EE MDR. OAa 1a
BIKaIoAOYNTIKA £yypagad dIaTnEoUVIal OTIC EYKATACTACEIS TOU KATAOKEUQOTH

MoTtotroinTiko(-a) Certificate Number MD 504862
ISO 13485 #:

‘Evapén ofpavong 2019-01-24
CE:

Té1rog, Huepopnvia  Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business
ékdoong: Park, Syston, Leicester, LE7 1PF, UK.
2021-07-28

TexviKij éyKpion

Yrroypaei: f(/M Hugpopnvia: j,?, "R IDA]

Ovopagia kai
TitAog: S. Hammond, Quality Director

SCS-148-TM-005 Y1056 ARMOOTG GUUHGREWONG (Kavoviopos EE MDR) — KAGaN | un arroaTelpuspiéveg, Xwpic opyavohoyia pETpnang
‘Exdoon 2
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Bmwm[ Konformitétserklarung = STERIS

Nicht sterile Vorrichtungen der Klasse | ohne Messfunktion

Hersteller: Albert Browne Ltd
Chancery House

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

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

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

Basis-UDI-DI: Helix Load Test - 0724995LCPENHELIXLOAD37

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

Wir erkldren hiermit, dass diese Konformititserkidrung 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 erfiillen. Das Produkt
wurde den Konformititsbewertungsverfahren gemal EU MDR unterzogen. Die gesamte
Begleitdokumentation wird beim Hersteller aufbewahrt.

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

Beginn der CE- 2019-01-24
Kennzeichnung:
Ort, Datum der Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business
Ausstellung: Park, Syston, Leicester, LE7 1PF, UK.
2021-07-28

Technische Zulassung

Unterschrift: f ' / WMMA«,«»A/- Datum: 29 ¢ 7[ YA

Name und Titel: S. Hammond, Quality Director

SCS-148-TM-005 Vorlage fiir Konformitatserklarung (EU MDR) — Klasse |, nichtsteril, chne Messfunktion Version 2
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BHIIIIIIIE Declaracion De Conformidad = STERIS

Clase | no estéril, dispositivos sin funciéon de medicion

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

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

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

UDI-DI basico: Helix Load Test - 0724995LCPENHELIXLOAD37

Clasificacion: Clase | no estéril, dispositivos sin funciéon de medicién, segin la regla 1
del anexo VI

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

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

Inicio de la marca 2019-01-24
CE:

Lugar y fechade Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business
publicacién: Park, Syston, Leicester, LE7 1PF, UK.
2021-07-28

Aprobacion técnica

Firma: .((/WMAMN‘/ Fg_t_:ha: 7 J'I 072/

Nombre y cargo: S. Hammond, Quality Director

SCS-148-TM-005 Plantilla de declaracion de conformidad en virtud del Reglamento sobre productos sanitarios de la Unidn
Europea - Clase | no estéril, sin funcién de medicién Version 2
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mmum[ Vastavusdeklaratsioon STERIS

| klassi mittesteriilsed mootefunktsioonita seadmed

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

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

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

P6hi-UDI-DI:  Helix Load Test - 0724995L CPENHELIXLOAD37

Liigitus: Klass | mittesteriilsed médtefunktsioonita seadmed VIl lisa reegli 1 pohjal

Kinnitame, et siinne vastavusdeklaratsioon on avaldatud tootja ainuvastutusel ning eelnimetatud tooted
on kooskdlas madrusega (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 I&binud
vastavushindamise kooskdlas Euroopa Liidu meditsiiniseadmete madrusega. Koiki tdendavaid
dokumente sailitatakse tootja territooriumil.

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

Viljastamise koht ja Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business
kuupdev: Park, Syston, Leicester, LE7 1PF, UK.
2021-07-28

Tehniline heakskiit

Allkiri: .('V/MW‘ Kuupgev: 781 071 Z)

Nimi ja
ametinimetus: S. Hammond, Quality Director

SCS-148-TM-005 vastavusdeklaratsiooni vorm (EL-i MDR) — | klassi mittesteriilsed mo&tefunktsioonita versioon 2
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Blmuln[ Vaatimustenmukaisuusvakuutus =STERIS

Luokan | epasteriilit, ei mittaavat laitteet

Valmistaja: Albert Browne Ltd
Chancery House

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

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

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

Perustasoinen UDI- Helix Load Test - 0724995LCPENHELIXLOAD37
Di:
Luokitus: Luokan | epasteriilit, ei mittaavat laitteet liitteen VIl sdanndén 1 mukaan

limoitamme téten, etti tama vaatimustenmukaisuusvakuutus on julkaistu valmistajan yksinomaisella
vastuulla ja yll& mainitut tuotteet noudattavat Euroopan parlamentin ja neuvoston ASETUSTA (EU)
2017/745 laskinnillisistd 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 arviointitoimenpiteillda EU MDR:n perusteella.
Kaikki tukiasiakirjat sailytetdan valmistajan tiloissa.

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

Paikka, Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business
antamispaivamaara: Park, Syston, Leicester, LE7 1PF, UK.
2021-07-28

Tekninen hyviksynta

Allekirjoitus: ,{ / W 5 Paivamaara: ZJ 1 07 2)

Nimi ja titteli: S. Hammond, Quality Director

SCS-148-TM-005 Vaatimustenmukaisuusvakuutusmallipohja (EU MDR) — Luokan | epasteriili, ei mittaava Versio 2
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Bnnmni Déclaration de Conformité STERIS

Classe | non stérile, dispositifs sans fonction de mesure

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

Numéro
d’enregistrement
unique (NEU):

Représentant STERIS Ireland Ltd
autorisé: |DA Business and Technology Park
Tullamore
County Offaly
R35 X865
Ireland

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

IUD-ID de base: Helix Load Test - 0724995LCPENHELIXLOAD37

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

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

1ISO 13485 Numéro Certificate Number MD 504862
de certificat(s) :

Début du marquage 2019-01-24
CE:
Lieu, date de Albert Browne Lid, Chancery House, Rayns Way, Watermead Business
délivrance: Park, Syston, Leicester, LE7 1PF, UK.
2021-07-28

Approbation technique

Signature: JJWM"M/\AN/ Date: ZXI 071 21

Nom et titre: S. Hammond, Quality Director

SCS-148-TM-005 (SCS-148-TM-005) Modéle de dédlaration de conformité (EU MDR)— Classe | non stérile, sans fonction de mesure  Version 2
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Bnnm"E |1ZJAVA O SUKLADNOSTI STERIS

Nesterilni proizvodi bez mjerne funkcije . klase

Proizvodaé: Albert Browne Ltd
Chancery House

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

Ovlasteni zastupnik: STERIS Ireland Ltd
IDA Business and Technology Park
Tullamore
County Offaly
R35 X865
Ireland

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

Osnovni UDI-DI:  Helix Load Test - 0724995LCPENHELIXLOAD37

Razvrstavanje: Klasa nesterilni proizvodi bez mjerne funkcije I. klase u skiadu s pravilom 1
iz Priloga VI

Ovime izjavljujemo da se ova izjava o sukladnosti izdaje na iskljuivu odgovornost
proizvodaéa i da prethodno navedeni proizvod(i) ispunjava(ju) odredbe UREDBE (EU)
2017/745 o medicinskim proizvodima (MDR), o izmjeni Direktive 2001/83/EZ, Uredbe (EZ)
br. 178/2002 i Uredbe (EZ) br. 1223/2009 te o stavljanju izvan snage direktiva Vijeca
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 ¢uva se
u prostorima proizvodaca.

Br. ISO 13485 Certificate Number MD 504862
certifikata:

Pocetak oznacavanja 2019-01-24
oznakom CE:
Mjesto i datum Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business
izdavanja: Park, Syston, Leicester, LE7 1PF, UK.
2021-07-28

Tehnicko odobrenje
Potpis: f.,ﬂaw Datum: Z Jl o7 2./

Imei titula: S. Hammond, Quality Director

Predlozak izjave o sukladnosti (Uredba o medicinskim proizvodima EU-a) SCS-148-TM-005 nesterilni proizvodi bez mjerne
funkcije |. klase Inacica 2
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mmumE Megfelel6ségi Nyilatkozat STERIS

I. osztaly( nem steril, nem méré eszkdzok

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

Egyedi regisztracios -
szam (SRN) _
Meghatalmazott STERIS Ireland Ltd
képvisel6: IDA Business and Technology Park

Tullamore

County Offaly

R35 X865

Ireland

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

Alapvetd egyedi Helix Load Test - 0724995LCPENHELIXLOAD37
eszkodzazonositd
(UDI-DI):
Besorolas: 1. osztalyu nem steril, nem méré eszk6zok, a VlII. Melléklet 1 szabalyanak
megfeleléen

Ezuton kijelentjik, hogy ezt a megfeleléségi nyilatkozatot a Gyarté kizarélagos feleldsseége alapjan
adjak ki, és hogy a fent emlitett termék(ek) megfelel(nek) az (EU) 2017/745 orvostechnikai eszk6zokrél
(MDR) szé6l6 RENDELETNEK, amely modositia a 2001/83/EK iranyelvet, a 178/2002/EK és az
1223/2009/EK rendeletet, valamint hatalyon kivil helyezi a 90/385/EK és a 93/42/EK tandcsi
iranyelveket. A terméket az EU MDR szerinti megfeleldségértékelési eljarasnak vetik ala. Minden
igazol6é dokumentaciot a gyarto telephelyén tarolnak.

ISO 13485 Certificate Number MD 504862
Tanusitvany(ok) #:
CE jelolés kezdete: 2019-01-24

Kiadas Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business
helyelidépontja: Park, Syston, Leicester, LE7 1PF, UK.
2021-07-28

Miiszaki Engedély

Alairas: jvﬂW“‘M—/’ Datuim: Zfl o7 2/

Név és cim: S. Hammond, Quality Director

SCS-148-TM-005 Megfeleléségi nyilatkozat sablon (EU MDR ) — I. osztalyG nem steril, nem mérd 2. verzio
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BH“““IE ATITIKTIES DEKLARACIJA STERIS

| klasés nesterilios, neturin€ios matavimo funkcijos priemonés

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

Unikalusis registracijos
numeris (SRN):

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

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

Bazinis UDI-DI: Helix Load Test - 0724995LCPENHELIXLOAD37

Klasifikacija: Klase | klases nesterilios, neturin¢ios matavimo funkcijos priemonés,
remiantis VIl priedo 1 taisykle

Mes deklaruojame, kad $i atitikties deklaracija i$duota tik Gamintojo i8imtine atsakomybe ir kad pirmiau
nurodytas (-i) gaminys (-iai) atitinka Reglamento (ES) 2017/745 de! medicinos priemoniy, kuriuo i$
dalies keitiama Direktyva 2001/83/EB, Reglamentas (EB) Nr. 178/2002 ir Reglamentas (EB) Nr.
1223/2009 ir kuriuo panaikinamos Tarybos direktyvos 90/385/EEB ir 93/42/EEB, nuostatas. Atliktos
gaminio atitikties vertinimo procediros, kaip nurodyta ES Reglamente dél medicinos priemoniy. Visa
patvirtinamoji dokumentacija saugoma gamintojo patalpose.

ISO 13485 sertifikato (-y) Certificate Number MD 504862
Nr.:
CE Zenklinimo galiojimo 2019-01-24
pradzia:
I8davimo vieta ir data: Albert Browne Ltd, Chancery House, Rayns Way, Watermead
Business Park, Syston, Leicester, LE7 1PF, UK.
2021-07-28

Techninis liudijimas (patvirtinimas)

Parasas: ;.JWW . Data: Z 09/ 07/ Z/

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

SCS-148-TM-005 Atitikties deklaracijos $ablonas (ES Reglamentas dél medicinos priemoniy) | klasés nesterilios, neturincios
matavimo funkcijos» priemonés 2 versija
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BHN“"E Dichiarazione Di Conformita = STERIS

Dispositivi di Classe | non sterili, non di misura

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

Numero unico di -
registrazione (SRN):
Rappresentante STERIS Ireland Ltd
autorizzato: |IDA Business and Technology Park

Tullamore
County Offaly
R35 X865
Ireland

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

UDI-DI di base: Helix Load Test - 0724995LCPENHELIXLOAD37

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

Si dichiara che la presente Dichiarazione di conformita & 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.

Certificazione ISO Certificate Number MD 504862
13485 n.:

Inizio della marcatura 2019-01-24
CE:

Luogo e data di Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business
rilascio: Park, Syston, Leicester, LE7 1PF, UK.
2021-07-28

Approvazione tecnica

Firma: ,(‘(/MAAMM/‘M/ _ Data: 26 0 71

Nome e qualifica: S. Hammond, Quality Director

SCS-148-TM-005 Modelio di dichiarazione di conformita (EU MDR) - Classe | non sterile, non di misura Versione 2
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Bnﬂmni | ATBILSTIBAS DEKLARACIJA = STERIS

| klases nesterilas, mériSanai neparedzétas ierices

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

Vienotais registracijas
numurs (Single Registration
Number — SRN):

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

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

Pamata UDI-DI: Helix Load Test - 0724995L CPENHELIXLOAD37

Klasifikacija: | klases nesterilas, méri$anai neparedzétas ierices saskana ar
VIl pielikuma 1. Noteikumu

Ar 80 pazinojam, ka §T atbilstibas deklaracija ir izdota vienigi uz raZotaja atbildibu un ka ieprieks
minétais izstradajums vai izstradajumi atbilst $aja regula izklastitajiem noteikumiem: REGULA (ES)
2017/745, kas attiecas uz mediciniskam iericém (Medicinisko ieri¢u regula), ar ko groza Direktivu
2001/83/EK, Regulu (EK) Nr. 178/2002 un Regulu (EK) Nr. 1223/2009 un atcel Padomes Direktivas
90/385/EK un 93/42/EEK. Izstradajumam ir veiktas atbilstibas novértésanas procediras saskana ar
ES Medicinisko ieri¢u regulu. Visi apliecinosie dokumenti ir saglabati raZotaja objektos.

I1SO 13485 sertifikata vai Certificate Number MD 504862
sertifikatu nr.:
CE zimes uzlikSanas 2019-01-24
datums: ' _
lzdosanas vieta un Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business
datums: Park, Syston, Leicester, LE7 1PF, UK.
2021-07-28

Tehniskais apstiprinajums

Paraksts: fjwwn/, Datums: ze/ 07 1 2)

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

SCS-148-TM-005 atbilstibas deklaracijas veidne (saskana ar ES Medicinisko ierféu reguly) | kiases nesterila, méri$anai
neparedzéta ierice 2. versija
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BH“"‘"E Conformiteitsverklaring STERIS

Klasse | niet steriele, niet metende hulpmiddelen

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

Single Registration
Number (SRN):

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

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

Basic UDI-DI: Helix Load Test - 0724995L CPENHELIXLOAD37

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

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

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

Ingangsdatum CE- 2019-01-24
markering:

Plaats, datum van Albert Browne Ltd, Chancery House, Rayns Way, Watermead
vitgifte: Business Park, Syston, Leicester, LE7 1PF, UK.
2021-07-28

Technische goedkeuring

Handtekening: f fuﬂM Datum: Z i 071 Z2)

Naam en functie: S. Hammond, Quality Director

SCS-148-TM-005 Conformiteitsverklaring model (EU MDR) — Klasse | niet steriel, niet metend Versie 2
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BlllllllllE Deklaracja Zgodnosci = STERIS

Wyroby Klasy I, niesterylne, bez funkcji pomiarowe;

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

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

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

Basic UDI-DI: Helix Load Test - 0724995l CPENHELIXLOAD37

Klasyfikacja: Klasa |, wyroby niesterylne, bez funkcji pomiarowej, zgodnie z reguig 1
z Zatgeznika VI

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

Nr certyfikatu(-6w) Certificate Number MD 504862
ISO 13485:

Rozpoczecie 2019-01-24
stosowania
oznakowania CE:
Miejsce i data Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business
wydania: Park, Syston, Leicester, LE7 1PF, UK.
2021-07-28

Zatwierdzenie techniczne

Podpis:  { /W/WV"""""’“/ pata: 2€7 07,2

Imie, nazwisko i tytul: S. Hammond, Quality Director

SCS-148-TM-005 Deklaracja zgodnosci — szablon (UE MDR) — Klasa |, niesteryine, bez funkcji pomiarowej Wersja 2

Page 17 of 22 DoC-LC-TF002-Steam Penetration Test Range
Issue 11




BROWNE Declaragéo De Conformidade - STERIS

Dispositivos de Classe | ndo-estéril, sem medigéo

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

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

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

UDI-DI basico: Helix Load Test - 0724995LCPENHELIXLOAD37

Classificagdo: Dispositivos de Classe | ndo-estéril, sem medigdo, de acordo com a Regra
1 do Anexo VIl

Declaramos pelo presente documento que esta declaragio de conformidade € emitida sob a
responsabilidade exclusiva do Fabricante e que os produtos supramencionados cumprem as
disposigdes 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 avaliag&o
da conformidade, de acordo com o Regulamento de Dispositivos Médicos da Unido Europeia. Toda a
documentagéo de apoio € conservada has instalagbes do fabricante.

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

Aposicdo damarca 2019-01-24
CE:
Local, datade Albert Browne Ltd, Chancery House, Rayns Way, Watermead Busmess
emissdo: Park, Syston, Leicester, LE7 1PF, UK.
2021-07-28

Aprovagao técnica

Assinatura: .{-/MAMM"N’/’ Data: 2 c?I vl 2)

Nome e cargo: S. Hammond, Quality Director

Modelo de Declaragdo de Conformidade SCS-148-TM-005 de acordo com o Regulamento de Dispositivos Médicos da Uniéo
Europeia — Classe | nao-estéril, sem medigdo Verséo 2
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mmumi Declaratie De Conformitate = STERIS

Dispozitive nesterile, fara functie de masurare din Clasa |

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

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

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

UDI-DI de bazi: Helix Load Test - 0724995LCPENHELIXLOAD37

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

Declaram prin prezentul document cd aceastd declaratie de conformitate este emisd sub
responsabilitatea exclusiva a Producatorului si c& produsul (produsele) mentionat(e) mai sus respecta
dispozitile REGULAMENTULUI (UE) 2017/745 privind dlspozitivele 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 procedurllor
de evaluare a conformitatii conform MDR UE. intreaga documentatie justificativa este pastraté la sediul
producatorului.

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

Data de inceputa 2019-01-24
marcajului CE: )
Locul, data eliberarii: Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business
Park, Syston, Leicester, LE7 1PF, UK.
2021-07-28

Aprobare tehnica

Semnatura: {, /M | Data: Z & 1 07172

Numele si functia: S. Hammond Quallty Dlrector

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

Trieda | zariadenia nesterilné, bez meracej funkcie

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

Jedine¢né registracné
Cislo (SRN - Single
Registration Number):
Opravneny zastupca: STERIS Ireland Ltd
_ IDA Business and Technology Park
Tullamore
County Offaly
R35 X865
Ireland

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

Zakladné ¢islo UDI-DI:  Helix Load Test - 0724995 CPENHELIXLOAD37

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

Tymto vyhlasujeme, Ze toto Vyhlasenie o zhode sa vydava na vyhradnt zodpovednost' Vyrobcu a Ze
vy$sie uvedeny/-é vyrobok/-ky spifia/-ji ustanovenia NARIADENIA (EU) 2017/745 o zdravotnickych
pomdckach (MDR), ktorym sa meni a doplitia 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 podfa nariadenia EU o zdravotnickych
pomdckach (MDR). Kompletna sprievodna dokumentacia sa nachadza v priestoroch vyrobcu.

ISO 13485 Certifikat Certificate Number MD 504862

(y) €.:

Datum zaciatku 2019-01-24
oznadovania
znackou zhody CE:

Miesto, datum Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business
vydania: Park, Syston, Leicester, LE7 1PF, UK.
2021-07-28

Technické schvalenie

Podpis: !/M patum: 2 &1 071 2)

Meno a titul: S. Hammond, Quality Director

Sablbna vyhlasenia o zhode SCS-148-TM-005 (EU MDR) — Trieda | nesterilné, bez meracej funkcie Verzia 2
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mm"mE Izjava O Skladnosti = STERIS

Nesterilni pripomocki brez merilne funkcije razreda |

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

Enotna registrska -
Stevilka (SRN)
Pooblagéeni STERIS Ireland Ltd
zastopnik: IDA Business and Technology Park

Tullamore
County Offaly
R35 X865
Ireland

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

Osnovni UDI-DI:  Helix Load Test - 0724995LCPENHELIXLOAD37

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

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

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

Zacetek oznaéevanja 2019-01-24
z oznako CE:
Kraj, datum izdaje: Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business
Park, Syston, Leicester, LE7 1PF, UK.
2021-07-28

Tehniéno soglasje

Podpis: »( |(0W ) Datum: Z &1 7)1 2]

Ime in naziv: S. Hammond, Quality Director

SCS-148-TM-005 Predloga izjave o skladnosti (Uredba EU o medicinskih pripomogkih) Nesterilni, brez merilne funkcije
razreda | Razlig¢ica 2
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Bnnmni Férsakran Om Overensstammelse STERIS

Klass | icke-steril, icke-matande enheter

Tillverkare: Albert Browne Ltd
Chancery House

Rayns Way
Watermead Business Park
Syston
Leicester
LE7 1PF
UK

Enskilt -

registreringsnummer
{SRN):

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

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

Grundlidggande UDI- Helix Load Test - 0724995 CPENHELIXLOAD37
DI:
Klassificering: Klass [ icke-sterila, icke-matande enheter enligt regel 1 i bilaga Vill

Vi forklarar harmed att denna forsékran om dverensstimmelse 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 upphévande av radets direktiv 90/385/EEG och 93/42/EEG.
Produkten har utsatts fér beddmningar av Overensstammelse enligg EU MDR. All
underlagsdokumentation bevaras i tillverkarens lokaler.

ISO 13485 certifikat Certificate Number MD 504862
#:

Borjan av CE- 2019-01-24
markningen:
Plats, Albert Browne Ltd, Chancery House, Rayns Way, Watermead Business
utgivningsdatum: Park, Syston, Leicester, LE7 1PF, UK.
2021-07-28

Tekniskt godkdnnande

Underskrift: ,(/MAAMA/VVVV"/’ Datum: Zgl 07/ e/

Namn och titel: S. Hammond, Quality Director

SCS-148-TM-005 Férklaring om dverensstammelse (EU MDR) - Klass | icke-steril, icke-métande Version 2
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