EU DECLARATION OF CONFORMITY
ANNEX IV, REGULATION (EU) 2017/745 OF THE EUROPEAN
PARLIAMENT AND OF THE COUNCIL

Company: Bluepoint MEDICAL GmbH & Co. KG
address: An der Trave 15, 23923 Selmsdorf
Germany

SRN as referred to in MDR Article
31 of the manufacturer: DE-MF-000004034

UDI-DI Basic-UDI-DI Product name
>7090121002V 242516796 01122 -42516796-010-WT 'NA-S-VIA-200
7090121003V 242516796 01139  42516796-010-WT i NP-8-VIA-200
7090121008V 242516796 01184 42516796-010-WT i NA-L-VIA-200
7090121009V~ 242516796 0119 1 142516796-010-WT iNP-L-VIA-200
7090121014V 242516796 0124 5 42516796-010-WT . ONA-S-VIA-200
7090121015V 2 42516796 0125 2 :42516796-010-WT 1 ONP-S-VIA-200
7080121018V 242516796 01283 42516796-010-WT 1 ONA-L-VIA-200
7090121018V 242516796 01290 42516796-010-WT ONP-L-VIA-200
7090121033V 242516796 01382 425167896-010-WT ‘NA-L-LLM-200
7090121034V 242516796 01399  42516796-010-WT :NP-L-LLM-200
7090121043V~ 242516796 0293 8 -42516796-010-WT ¢ONA-L-LLM-200
7090121044V 242516796 0294 5 -42516796-010-WT 'ONP-L-LLM-200
7090121103V 242516796 0083 5 :42516796-010-WT !NA-S-ORI-200
7090121104V 242516796 0084 2  42516796-010-WT ‘NP-S-0RI-200
7090121109V~ 242516796 00897 42516796-010-WT :NA-L-ORI-200
7090121110V 2 42516796 0090 3 142516796-010-WT NP-L-ORI-200
7090121115V 242516796 00958 42516796-010-WT “ONA-S-OR}-200
7090121116V 242516796 0096 5 42516796-010-WT :ONP-S-ORF200
7090121119V 242516796 00996 42516796-010-WT :ONA-L-ORI-200
7080121120V 242516796 01009 ~42516796-010-WT : ONP-L-ORF200
7090121129V 242516796 0136 8 42516796-010-WT ‘LLM-S-V1A-200
7090121130V 242516796 01375 42516796-010-WT {LLM-L-V1A-200
7080121131V 2 42516796 02990 '42516796-010-WT ‘LLM-L-LLM-200
7090121142V~ 242516796 01092 42516796-010-WT ‘LLM-S-ORI-200
7080121143V 242516796 01108 :42516796-010-WT LLM-L-ORF200

Risk class of the device in accordance with the rules set out in Annex VIII: |
We hereby declare that the products listed comply with Regulation (EU) 2017/745 and, where applicable, other relevant Union legislation providing for the
issuing of an EU declaration of conformity.

References to any common specification (CS) used and in relation to which conformity is
declared:

Conformity assessment procedure in accordance with Annex |, I, lll, VI, VIII.

Where applicable, additional information: —_

We, Bluepoint MEDICAL GmbH & Co. KG, bear sole responsibility for the issuing of this EU declaration of conformity and declare that all products covered by
this declaration comply with the above-mentioned Regulation and, where applicable, other above-mentioned relevant Union legislation providing for the issuing
of an EU declaration of conformity.

Conformity has been established by means of the above-mentioned conformity assessment procedure. The relevant provisions of the Regulation, the latest
technological developments, and the harmonized standards have been complied with.

This declaration is valid from the date of signature.

Selmsdorf, 25.05.2022 Bernd Lindner/ Chief Executive Officer
Expire date: 24.05.2023
This signed document is valid for all transiations attached.
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EU-Konformititserklirung (MDR) [ de |
der EU-Medizinprodukteverordnung (MDR) 2017/745
Konformitatserklarung gemaR Anhang IV

Firma: Bluepoint MEDICAL GmbH & Co. KG
Anschrift: An der Trave 15, 23923 Selmsdorf
Germany

in MDR Artikel 31 genannte SRN DE-MF-000004934

des Herstellers:

UDI-DI Basis-UDI-DI Produktname |
| 7090121002V 242516796 01122 42516796-010-WT NA-S-VIA-200 |
| 7090121003V 242516796 01139 42516796-010-WT NP-S-VIA-200 |
| 7090121008V 242516796 0118 4 1 42516796-010-WT NA-L-VIA-200 |
| 7090121009V 242516796 01191  42516796-010-WT NP-L-VIA-200 |
| 7090121014V 242516796 0124 5 42516796-010-WT ONA-S-VIA-200 |
| 7090121015V 242516796 01252 42516796-010-WT ONP-S-VIA-200 |
| 7090121018V 242516796 0128 3 1 42516796-010-WT ONA-L-VIA-200 |
| 7090121019V 242516796 0129 0 1 42516796-010-WT ONP-L-VIA-200 |
| 7090121033V 242516796 0138 2 1 42516796-010-WT NA-L-LLM-200 |
| 7090121034V 242516796 01399 42516796-010-WT NP-L-LLM-200 |
| 7090121043V 242516796 0293 8 142516796-010-WT ONA-L-LLM-200 |
| 7090121044V 242516796 0294 5 ' 42516796-010-WT ONP-L-LLM-200 |
| 7090121103V 242516796 0083 5 42516796-010-WT NA-S-ORI-200 |
| 7090121104V 242516796 0084 2 | 42516796-010-WT NP-S-ORI-200 |
| 7090121109V 242516796 0089 7 42516796-010-WT NA-L-ORI-200 |
| 7090121110V 242516796 0090 3 42516796-010-WT NP-L-ORI-200 |
| 7090121115V 242516796 00958 42516796-010-WT ONA-S-ORI-200 |
| 7090121116V 242516796 0096 5 42516796-010-WT ONP-S-ORI-200 |
| 7090121119V 242516796 0099 6 42516796-010-WT ONA-L-ORI-200 |
| 7090121120V 242516796 01009 42516796-010-WT ONP-L-ORI-200 |
| 7090121129V 242516796 0136 8 142516796-010-WT LLM-S-VIA-200 |
| 7090121130V 242516796 0137 5 42516796-010-WT LLM-L-VIA-200 |
| 7090121131V 242516796 0299 0 1 42516796-010-WT LLM-L-LLM-200 |
| 7090121142V 242516796 0109 2 1 42516796-010-WT LLM-S-ORI-200 |
| 7090121143V 242516796 01108 42516796-010-WT LLM-L-ORI-200 |
| |
| |

Risikoklasse des Produkts gemaR den in Anhang VIl beschriebenen Regeln: |

Hiermit erklaren wir, dass die gelisteten Produkte der Verordnung (EU) 2017/745 sowie gegebenenfalls weiteren einschlagigen Rechtsvorschriften der Union, in
denen die Ausstellung einer EU-Konformitatserklarung vorgesehen ist, entsprechen.

Verweise auf angewandte Spezifikationen, flr die die Konformitét erklart wird: -
Konformitatsbewertungsverfahren nach Anhang |, Il, lll, VI, VIII.

Gegebenenfalls zusétzliche Informationen: —

Wir, Bluepoint MEDICAL GmbH & Co. KG, tragen die alleinige Verantwortung fiir die Ausstellung dieser EU-Konformitatserklarung und versichern, dass alle
von dieser Erklarung erfassten Produkte der oben genannten Verordnung sowie gegebenenfalls weiteren oben genannten einschlagigen Rechtsvorschriften
der Union, in denen die Ausstellung einer EU-Konformitatserklarung vorgesehen ist, entspricht.

Die Konformitat wurde mittels des oben genannten Konformitatsbewertungsverfahrens festgestellt. Die entsprechenden Bestimmungen aus der Verordnung,
dem Stand der Technik sowie den harmonisierten Normen wurden eingehalten.

Diese Erklarung ist mit dem Datum der Unterschrift giltig.

Selmsdorf, 25.05.2022
Giltig bis: 24.05.2023
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EC AEKNAPALIMS 3A CbOTBETCTBME MPUNOXEHME IV, [ bg |
PEMMMAMEHT (EC) 2017/745 HA
EBPOMEWUCKUA NAPNTAMEHT U HA CbBETA

Vime Ha upmara: Bluepoint MEDICAL GmbH & Co. KG
appec: An der Trave 15, 23923 Selmsdorf
FepmaHus

©AVHEH perncTpaLmoHeH Homep
(EPH) Ha npoussoauTens cbrnacHo DE-MF-000004934
uneH 31 ((EC) 2017/745):

UDI-DI Basos UDI-DI Wme Ha npoaykTa

| 7090121002V | 242516796 01122 42516796-010-WT NA-S-VIA-200 |
| 7090121003V | 242516796 01139 42516796-010-WT NP-S-VIA-200 |
| 7090121008V | 242516796 01184 42516796-010-WT NA-L-VIA-200 |
| 7090121009V | 242516796 01191 42516796-010-WT NP-L-VIA-200 |
| 7090121014V | 242516796 0124 5 42516796-010-WT ONA-S-VIA-200 |
| 7090121015V | 242516796 01252 42516796-010-WT ONP-S-VIA-200 |
| 7090121018V | 242516796 0128 3 ' 42516796-010-WT ONA-L-VIA-200 |
| 7090121019V | 242516796 01290 42516796-010-WT ONP-L-VIA-200 |
| 7090121033V | 242516796 0138 2 | 42516796-010-WT NA-L-LLM-200 |
| 7090121034V | 242516796 01399 42516796-010-WT NP-L-LLM-200 |
| 7090121043V | 242516796 0293 8 1 42516796-010-WT ONA-L-LLM-200 |
| 7090121044V | 242516796 0294 5 42516796-010-WT ONP-L-LLM-200 |
| 7090121103V | 242516796 0083 5 '42516796-010-WT NA-S-ORI-200 |
| 7090121104V | 242516796 0084 2 42516796-010-WT NP-S-ORI-200 |
| 7090121109V | 242516796 0089 7 1 42516796-010-WT NA-L-ORI-200 |
| 7090121110V | 242516796 0090 3 ' 42516796-010-WT NP-L-ORI-200 |
| 7090121115V | 242516796 00958 42516796-010-WT ONA-S-ORI-200 |
| 7090121116V | 242516796 0096 5 42516796-010-WT ONP-S-ORI-200 |
| 7090121119V | 242516796 0099 6 42516796-010-WT ONA-L-ORI-200 |
| 7090121120V | 242516796 0100 9 42516796-010-WT ONP-L-ORI-200 |
| 7090121129V | 242516796 0136 8 1 42516796-010-WT LLM-S-VIA-200 |
| 7090121130V | 242516796 0137 5 42516796-010-WT LLM-L-VIA-200 |
| 7090121131V | 242516796 0299 0 42516796-010-WT LLM-L-LLM-200 |
| 7090121142V | 242516796 01092 42516796-010-WT LLM-S-ORI-200 |
| 7090121143V | 242516796 01108 42516796-010-WT LLM-L-ORI-200 |
I I
| |

Knac B 3aBMCHMOCT OT pyCKa Ha U3[AennMeTo CbrnacHo npasunaTa no npunoxexue VIli:
C HacTosILLOTO Aeknapupame, Ye usgenvsi cboteeTcTeat Ha PernameHT (EC) 2017/745, kakTo 1, KOraTo € NpUnoXuMo - Ha ApyrM CbOTBETHU HOPMAaTUBHU
akToBe Ha Cblo3a, B KOUTO e npeasuaeHo u3aaBaHeTo Ha EC geknapauus 3a cboTBETCTBUE.

MocoyBaHe Ha n3nonaeanuTe,o06wwm cneyndmkauyum (OC), kakto n Ha OC BBB Bpb3aka C
KOUTO € [leKnapupaHo CbOTBETCTBUETO: -

[eknapauus 3a cboTBeTCTBUE CbrnacHo Mpunoxenue |, I, 111, VI, VIII.
KoraTo e npunoxumo, AonbrHUTeNHa nHopMaLmns:
Hwe, Bluepoint MEDICAL GmbH & Co. KG, Hocum LisinaTa OTrOBOPHOCT 3a U3faBaHeTo Ha HacTosilwaTta EC aeknapauus 3a CbOTBETCTBUE U yBEpsiBaMe, Ye

BCUYKWN BKIMNOYEHU B Ta3n Aeknapauus u3nenusi CboTBeTCTBAT Ha NOCOYEHUS NO-rope pernameHT, KakTo U, KoraTo € NpuIoXuMo - Ha Apyr CbOTBETHU NOCOYEHN
no-rope HOpMaTUBHM akToBe Ha Cblo3a, B KOUTO e NpeABWAEHO N3aBaHeTo Ha Aeknapauus 3a cboTBeTcTBue Ha EC.

CHOTBETCTBMETO € YCTaHOBEHO MOCPEACTBOM ropernocoyeHaTa npoLeaypa 3a oleHsiBaHe Ha CboTBeTCcTBMETO. ChoTBETCTBALMTE pasnopeadu Ha PernamenTa,
TeKyLWOTO paBHULLE HA TEXHUYECKO Pa3BUTUE, KAaKTO U XapMOHU3NPAHUTE CTaHOAPTU ca CnaseHu.

Ta3n Aeknapauvs e BanuaHa oT AataTta Ha noanuceaHe.

Selmsdorf, 25.05.2022
BanugHo po: 24.05.2023
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EU PROHLASENI

O SHODE PRILOHA IV, NARIZENI
EVROPSKEHO PARLAMENTU A RADY (EU) 2017/745

Jméno: Bluepoint MEDICAL GmbH & Co. KG

A adresa: Ar] der Trave 15, 23923 Selmsdorf
Némecko
Jediné registracni ¢islo podle

dlénku 31 ((EU) 2017/745) vyrobce: DE-MF-000004934

UDI-DI zakladni UDI-DI Nézev vyrobku

| 7090121002V 242516796 01122 | 42516796-010-WT NA-S-VIA-200 |
| 7090121003V | 242516796 01139 42516796-010-WT NP-S-VIA-200 |
| 7090121008V 242516796 0118 4 | 42516796-010-WT NA-L-VIA-200 |
| 7090121009V | 242516796 0119 1 142516796-010-WT NP-L-VIA-200 |
| 7090121014V 242516796 0124 5 42516796-010-WT ONA-S-VIA-200 |
| 7090121015V | 242516796 01252 42516796-010-WT ONP-S-VIA-200 |
| 7090121018V 242516796 0128 3 1 42516796-010-WT ONA-L-VIA-200 |
| 7090121019V | 242516796 0129 0 142516796-010-WT ONP-L-VIA-200 |
| 7090121033V 242516796 0138 2 | 42516796-010-WT NA-L-LLM-200 |
| 7090121034V | 242516796 01399 42516796-010-WT NP-L-LLM-200 |
| 7090121043V 242516796 0293 8 142516796-010-WT ONA-L-LLM-200 |
| 7090121044V | 242516796 0294 5 42516796-010-WT ONP-L-LLM-200 |
| 7090121103V 242516796 0083 5 42516796-010-WT NA-S-ORI-200 |
| 7090121104V | 242516796 0084 2 142516796-010-WT NP-S-ORI-200 |
| 7090121109V 242516796 0089 7 42516796-010-WT NA-L-ORI-200 |
| 7090121110V | 242516796 0090 3 142516796-010-WT NP-L-ORI-200 |
| 7090121115V 242516796 0095 8 42516796-010-WT ONA-S-ORI-200 |
| 7090121116V | 242516796 0096 5 '42516796-010-WT ONP-S-ORI-200 |
| 7090121119V 242516796 0099 6 42516796-010-WT ONA-L-ORI-200 |
| 7090121120V | 242516796 01009 '42516796-010-WT ONP-L-ORI-200 |
| 7090121129V 242516796 0136 8 142516796-010-WT LLM-S-VIA-200 |
| 7090121130V | 242516796 0137 5 '42516796-010-WT LLM-L-VIA-200 |
| 7090121131V 242516796 0299 0 1 42516796-010-WT LLM-L-LLM-200 |
| 7090121142V | 242516796 0109 2 1 42516796-010-WT LLM-S-ORI-200 |
| 7090121143V 242516796 0110 8 142516796-010-WT LLM-L-ORI-200 |
| |
| |

Rizikova tfida prostfedku v souladu s pravidly stanovenymi v pfiloze VIII: |

Timto prohlasujeme, Ze vyrobky uvedené odpovidaji nafizeni (EU) 2017/745 a pfipadné dal$im pFisluSnym pravnim predpisim EU, ve kterych je stanoveno
vystaveni EU prohlaseni o shodé.

Odkazy na veskeré pouzité spoleéné specifikace, v souvislosti s nimiz se shoda prohlasuje:

Metoda stanoveni shody podle pfilohy I, II, Ill, VI, VIII.

Pripadné doplriujici informace: -

My, spole¢nost Bluepoint MEDICAL GmbH & Co. KG, neseme vyhradni odpovédnost za vystaveni tohoto EU prohlaseni o shodé a ujistujeme, Ze v§echny

vyrobky, zahrnuté do tohoto prohlaseni, odpovidaji vy$e uvedenym nafizenim a pfipadné dal$im vySe uvedenym pfislusnym pravnim predpisim EU, ve kterych
je stanoveno vystaveni EU prohlaSeni o shodé.

Shoda byla stanovena prostfednictvim vy$e uvedené metody stanoveni shody. Byla dodrzena odpovidajici ustanoveni nafizeni, zasad moderni techniky a
harmonizovanych norem.

Toto prohlaseni je platné k datu podpisu.

Selmsdorf, 25.05.2022
Platné do: 24.05.2023

EU-DoC_Klasse_|_MDR_Gas_Sampling_Lines_Versastream_VM_Rev_1.xIsx Czech



EU-OVERENSSTEMMELSESERKLARING n

BILAG IV, EUROPA-PARLAMENTETS OG RADETS
FORORDNING (EU) 2017/745

Fabrikantens navn: Bluepoint MEDICAL GmbH & Co. KG
Adressen: An der Trave 15, 23923 Selmsdorf
Tyskland

SRN, jf. artikel 31 ((EU) 2017/745):
DE-MF-000004934

UDI-DI grundlaaggende UDI-DI Produktnavn
| 7090121002V | 242516796 01122 42516796-010-WT NA-S-VIA-200
| 7090121003V | 242516796 01139 42516796-010-WT NP-S-VIA-200
| 7090121008V | 242516796 01184 42516796-010-WT NA-L-VIA-200
| 7090121009V | 242516796 0119 1 42516796-010-WT NP-L-VIA-200
| 7090121014V | 242516796 0124 5 42516796-010-WT ONA-S-VIA-200
| 7090121015V | 242516796 01252 42516796-010-WT ONP-S-VIA-200
| 7090121018V | 242516796 0128 3 42516796-010-WT ONA-L-VIA-200
| 7090121019V | 242516796 01290 42516796-010-WT ONP-L-VIA-200
| 7090121033V | 242516796 01382 42516796-010-WT NA-L-LLM-200
| 7090121034V | 242516796 01399 42516796-010-WT NP-L-LLM-200
| 7090121043V | 242516796 0293 8 42516796-010-WT ONA-L-LLM-200
| 7090121044V | 242516796 0294 5 42516796-010-WT ONP-L-LLM-200
| 7090121103V | 242516796 0083 5 42516796-010-WT NA-S-ORI-200
| 7090121104V | 242516796 0084 2 |42516796-010-WT NP-S-ORI-200
| 7090121109V | 242516796 0089 7 |42516796-010-WT NA-L-ORI-200
| 7090121110V | 242516796 0090 3 |42516796-010-WT NP-L-ORI-200
| 7090121115V | 242516796 00958 42516796-010-WT ONA-S-ORI-200
| 7090121116V | 242516796 0096 5 |42516796-010-WT ONP-S-ORI-200
| 7090121119V | 242516796 0099 6 42516796-010-WT ONA-L-ORI-200
| 7090121120V | 242516796 01009 42516796-010-WT ONP-L-ORI-200
| 7090121129V | 242516796 0136 8 42516796-010-WT LLM-S-VIA-200
| 7090121130V | 242516796 0137 5 42516796-010-WT LLM-L-VIA-200
| 7090121131V | 242516796 0299 0 42516796-010-WT LLM-L-LLM-200
| 7090121142V | 242516796 0109 2 |42516796-010-WT LLM-S-ORI-200
| 7090121143V | 242516796 01108 42516796-010-WT LLM-L-ORI-200
I
I

Udstyrets risikoklasse i overensstemmelse med reglerne i bilag VIII: |

Vi erkleerer hermed, at de produkter, der er i overensstemmelse med forordning (EU) 2017/745 og, hvis relevant, andre relevante juridiske bestemmelser i
Unionen, hvor det kraeves, at der udstedes en EU-erklaering om overensstemmelse.

Referencer til eventuelle feelles specifikationer, der er anvendt, og som der erkleeres
overensstemmelse med: —

Procedure for overensstemmelsesvurdering i henhold til bilag |, II, Ill, VI, VIII.

| givet fald yderligere oplysninger: —

Vi, Bluepoint MEDICAL GmbH & Co. KG, er eneansvarlige for at udstede denne EU-overensstemmelseserklaering og forsikrer, at alle produkter, der er omfattet
af denne erklzering, overholder ovennaevnte regulering og, hvis relevant, andre relevante juridiske bestemmelser i Unionen naevnt ovenfor, hvor der udstedes

en EU-erkleering om overensstemmelse.
Overensstemmelsen blev bestemt ved hjaelp af ovennaevnte overensstemmelsesvurderingsprocedure. De tilsvarende bestemmelser fra bekendtgerelsen,

savel som den nyeste teknik og de harmoniserede standarder er overholdt.
Denne erkleering er gyldig fra datoen for underskrivelsen.

Selmsdorf, 25.05.2022
Gyldig til: 24.05.2023

EU-DoC_Klasse_|_MDR_Gas_Sampling_Lines_Versastream_VM_Rev_1.xlsx
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AHAQ:H 5 YMMOP®QsHE EE | ol |
NMAPAPTHMA IV, KANONIXMOZ (EE) 2017/745
TOY EYPQMAIKOY KOINOBOYAIOY KAI TOY ZYMBOYAIOY

OVOpaTETTWVUHO:

Bluepoint MEDICAL GmbH & Co. KG

AiggBuvon: An der Trave 15, 23923 Selmsdorf
leppavia

O trpoBAeTTOpEVOG OTO dpbpo 31

((EE) 2017/745) SRN Tou

KOTOOKEUQOTH:

DE-MF-000004934

UDI-DI Baoiké UDI-DI ‘Ovopa TpoiévTog

| 7090121002V | 242516796 01122 |42516796-010-WT NA-S-VIA-200

| 7090121003V | 242516796 0113 9 |42516796-010-WT NP-S-VIA-200

| 7090121008V | 242516796 0118 4 |42516796-010-WT NA-L-VIA-200

| 7090121009V | 242516796 0119 1 |42516796-010-WT NP-L-VIA-200

| 7090121014V | 242516796 0124 5 |42516796-010-WT ONA-S-VIA-200
| 7090121015V | 242516796 01252 |42516796-010-WT ONP-S-VIA-200
| 7090121018V | 242516796 0128 3 |42516796-010-WT ONA-L-VIA-200
| 7090121019V | 242516796 0129 0 |42516796-010-WT ONP-L-VIA-200
| 7090121033V | 242516796 0138 2 |42516796-010-WT NA-L-LLM-200

| 7090121034V | 242516796 01399 |42516796-010-WT NP-L-LLM-200

| 7090121043V | 242516796 0293 8 |42516796-010-WT ONA-L-LLM-200
| 7090121044V | 242516796 0294 5 |42516796-010-WT ONP-L-LLM-200
| 7090121103V | 242516796 0083 5 |42516796-010-WT NA-S-ORI-200

| 7090121104V | 242516796 0084 2 |42516796-010-WT NP-S-ORI-200

| 7090121109V | 2 42516796 0089 7 |42516796-010-WT NA-L-ORI-200

| 7090121110V | 242516796 0090 3 |42516796-010-WT NP-L-ORI-200

| 7090121115V | 2 42516796 0095 8 |42516796-010-WT ONA-S-ORI-200
| 7090121116V | 242516796 0096 5 |42516796-010-WT ONP-S-ORI-200
| 7090121119V | 2 42516796 0099 6 |42516796-010-WT ONA-L-ORI-200
| 7090121120V | 242516796 0100 9 |42516796-010-WT ONP-L-ORI-200
| 7090121129V | 242516796 0136 8 |42516796-010-WT LLM-S-VIA-200
| 7090121130V | 242516796 0137 5 |42516796-010-WT LLM-L-VIA-200

| 7090121131V | 242516796 0299 0 |42516796-010-WT LLM-L-LLM-200
| 7090121142V | 242516796 0109 2 |42516796-010-WT LLM-S-ORI-200
| 7090121143V | 242516796 0110 8 |42516796-010-WT LLM-L-ORI-200
I

I

Karnyopia KiviUvou Tou TEXVOAOYIKOU TTPOIOVTOG GUPPWYVA PE TOUG KAVOVEG TTOU
avagépovTal oTo TTapdpTnua VIII:

Me 10 TTapéV dNAWVOUPE OTI Ta TTPOIGVTA GUPHOPPUIVOVTAI JE TOV Kavoviauo (EE) 2017/745, kaBwg Kal JE TIG EVOEXOUEVEG TIEPAITEPW OXETIKEG VOUIMEG
amaitioelg NG ‘Evwong, oTig otroieg TpoBAETTETaI N €Kdoon piag dAwang cuppdppwong EE.

MapaTrouTrég o€ TUXOV «KOIVEG TTpodiaypaégy (KIM) Trou xpnaipoTroloUvTal Kal BACEl TwvV
OTTOiWV SNAWVETAI N CUPPOPPWON: —

Aladikacia agloAdynong cuppdpewaong cuppwva pe 1o TTapaptnua |, 11, 111, VI, VIIL

Katd mepimTwan, CUPTTANPWHATIKEG TTANPOPOPIEG: —

Epeig, n Bluepoint MEDICAL GmbH & Co. KG, @époupe TNV ammokAEIOTIK €uBUVN yia TNV €kdoon auTAg TN dAwong cuppdpewong EE kai diac@aAifoupe 6Ti
6Aa Ta TIPOIGVTA TTOU TTEPIEXOVTAI O€ AUTAV TN ORAWGN TTANPOUV TOV KAVOVIOUS TTOU ava@EPETal TTAPATIAVW, KABWG KAl TIG EVOEXOPEVES TTEPAITEPW OXETIKEG
vouipeg ammaitioelg NG ‘Evwong, oTig otroieg TPoBAETeTal N ékdoon piag dAwang cuppdppwong EE.

H ouppépewaon diommoTwveTal péow TG diadikaaiag agloAdynong cuPPOPeWaONG TTOU AvaQEPETAl TTApaTTavw. TnprRdnkav ol avTtioTolxeg SIaTAgEIG TOu
KOVOVIOPOU, TNG TEAEUTAIOG AéENG TNG TEXVOAOYIOG, KABWG KAl TWV EVOPUOVIOHEVWY TTPOTUTTWY.

AuTA n dnAwon TiBeTal O€ 10XV aTTé TNV NUEPOUNVia TNG UTTOYPaAPAG.

Selmsdorf, 25.05.2022
loxuel £wg: 24.05.2023

EU-DoC_Klasse_|_MDR_Gas_Sampling_Lines_Versastream_VM_Rev_1.xlsx Gre

ek



DECLARACION UE DE CONFORMIDAD
ANEXO IV, REGLAMENTO (UE) 2017/745
DEL PARLAMENTO EUROPEO Y DEL CONSEJO

Nombre de compafifa: Bluepoint MEDICAL GmbH & Co. KG
Y la direccion del domicilio social:  an ger Trave 15, 23923 Selmsdorf
Alemania

El nimero de registro Gnico (SNR)
a que se refiere el articulo 31 ((UE) DE-MF-000004934

2017/745):

UDI-DI UDI-DI basico Nombre del producto

| 7090121002V 242516796 01122 | 42516796-010-WT NA-S-VIA-200 |
| 7090121003V | 242516796 01139 42516796-010-WT NP-S-VIA-200 |
| 7090121008V 242516796 0118 4 | 42516796-010-WT NA-L-VIA-200 |
| 7090121009V | 242516796 0119 1 142516796-010-WT NP-L-VIA-200 |
| 7090121014V 242516796 0124 5 42516796-010-WT ONA-S-VIA-200 |
| 7090121015V | 242516796 01252 42516796-010-WT ONP-S-VIA-200 |
| 7090121018V 242516796 0128 3 1 42516796-010-WT ONA-L-VIA-200 |
| 7090121019V | 242516796 0129 0 142516796-010-WT ONP-L-VIA-200 |
| 7090121033V 242516796 0138 2 | 42516796-010-WT NA-L-LLM-200 |
| 7090121034V | 242516796 01399 42516796-010-WT NP-L-LLM-200 |
| 7090121043V 242516796 0293 8 142516796-010-WT ONA-L-LLM-200 |
| 7090121044V | 242516796 0294 5 42516796-010-WT ONP-L-LLM-200 |
| 7090121103V 242516796 0083 5 42516796-010-WT NA-S-ORI-200 |
| 7090121104V | 242516796 0084 2 142516796-010-WT NP-S-ORI-200 |
| 7090121109V 242516796 0089 7 42516796-010-WT NA-L-ORI-200 |
| 7090121110V | 242516796 0090 3 142516796-010-WT NP-L-ORI-200 |
| 7090121115V 242516796 0095 8 42516796-010-WT ONA-S-ORI-200 |
| 7090121116V | 242516796 0096 5 '42516796-010-WT ONP-S-ORI-200 |
| 7090121119V 242516796 0099 6 42516796-010-WT ONA-L-ORI-200 |
| 7090121120V | 242516796 01009 '42516796-010-WT ONP-L-ORI-200 |
| 7090121129V 242516796 0136 8 142516796-010-WT LLM-S-VIA-200 |
| 7090121130V | 242516796 0137 5 '42516796-010-WT LLM-L-VIA-200 |
| 7090121131V 242516796 0299 0 1 42516796-010-WT LLM-L-LLM-200 |
| 7090121142V | 242516796 0109 2 1 42516796-010-WT LLM-S-ORI-200 |
| 7090121143V 242516796 0110 8 142516796-010-WT LLM-L-ORI-200 |
| |
| |

Clase de riesgo del producto con arreglo a las reglas recogidas en el anexo VIII: |

Con la presente declaramos que los productos corresponden al Reglamento (UE) 2017/745, asi como a eventuales otras normativas legales aplicables de la
Unién en las cuales se prevé la expedicion de una Declaracion UE de conformidad.

Referencias a las especificaciones comunes utilizadas y en relacién con las cuales se
declara la conformidad: —

Procedimiento de evaluacion de la conformidad segtn el Anexo |, I, 111, VI, VIII.
En su caso, informacién complementaria: —

Nosotros, Bluepoint MEDICAL GmbH & Co. KG, asumimos la responsabilidad exclusiva de la expedicion de esta Declaracion UE de conformidad y aseguramos

que todos los productos cubiertos por esta declaracién corresponden al Reglamento anteriormente citado, asi como eventuales otras normativas legales de la
Union anteriormente citadas en las cuales se prevé la expedicion de una Declaracion UE de conformidad.

La conformidad ha sido determinada mediante el procedimiento de evaluacion de la conformidad anteriormente citado. Se cumplieron las disposiciones
aplicables del Reglamento, el estado actual de la tecnologia, asi como las normas armonizadas.

La presente declaracién adquiere validez en la fecha de su firma.

Selmsdorf, 25.05.2022
Valido hasta: 24.05.2023

EU-DoC_Klasse_I_MDR_Gas_Sampling_Lines_Versastream_VM_Rev_1.xlIsx Spanish



ELi VASTAVUSDEKLARATSIOON

IV LISA, EUROOPA PARLAMENDI
JA NOUKOGU MAARUS (EL) 2017/745

Toofja: Bluepoint MEDICAL GmbH & Co. KG
Aadress: An der Trave 15, 23923 Selmsdorf
Saksamaa

Artiklis 31 ((EL) 2017/745) osutatud
unikaalne registreerimisnumber: DE-MF-000004934

uDI-DI p&hi-UDI-DI Seadme nimi

| 7090121002V | 242516796 01122 42516796-010-WT NA-S-VIA-200

| 7090121003V | 242516796 01139 42516796-010-WT NP-S-VIA-200

| 7090121008V | 242516796 01184 42516796-010-WT NA-L-VIA-200

| 7090121009V | 242516796 01191 42516796-010-WT NP-L-VIA-200

| 7090121014V | 242516796 0124 5 42516796-010-WT ONA-S-VIA-200
| 7090121015V | 242516796 01252 42516796-010-WT ONP-S-VIA-200
| 7090121018V | 242516796 0128 3 42516796-010-WT ONA-L-VIA-200
| 7090121019V | 242516796 0129 0 42516796-010-WT ONP-L-VIA-200
| 7090121033V | 242516796 0138 2 42516796-010-WT NA-L-LLM-200

| 7090121034V | 242516796 01399 42516796-010-WT NP-L-LLM-200

| 7090121043V | 242516796 0293 8 42516796-010-WT ONA-L-LLM-200
| 7090121044V | 242516796 0294 5 42516796-010-WT ONP-L-LLM-200
| 7090121103V | 242516796 0083 5 142516796-010-WT NA-S-ORI-200

| 7090121104V | 242516796 0084 2 42516796-010-WT NP-S-ORI-200

| 7090121109V | 242516796 0089 7 42516796-010-WT NA-L-ORI-200

| 7090121110V | 242516796 0090 3 42516796-010-WT NP-L-ORI-200

| 7090121115V | 242516796 0095 8 42516796-010-WT ONA-S-ORI-200
| 7090121116V | 242516796 0096 5 42516796-010-WT ONP-S-ORI-200
| 7090121119V | 242516796 0099 6 42516796-010-WT ONA-L-ORI-200
| 7090121120V | 242516796 0100 9 42516796-010-WT ONP-L-ORI-200
| 7090121129V | 242516796 0136 8 142516796-010-WT LLM-S-VIA-200
| 7090121130V | 242516796 0137 5 42516796-010-WT LLM-L-VIA-200

| 7090121131V | 242516796 0299 0 42516796-010-WT LLM-L-LLM-200
| 7090121142V | 242516796 0109 2 142516796-010-WT LLM-S-ORI-200
| 7090121143V | 242516796 01108 42516796-010-WT LLM-L-ORI-200
I

I

Seadme riskiklass kooskdlas VIl lisas satestatud reeglitega: |

Kéesolevaga kinnitame, et seadmed vastavad direktiivile (EL) 2017/745 ning véimalikele muudele asjakohastele lidu digusaktidele, millega on ette nahtud ELi

vastavusdeklaratsiooni valjastamine.

Viited Uhtsele kirjeldusele, mida on kasutatud ja mille alusel vastavust deklareeritakse:

I, 11, 1, VI, VIl lisa kohane vastavushindamismenetlus.
Vajaduse korral tdiendav teave: —

Meie, Bluepoint MEDICAL GmbH & Co. KG, vastutame ainuisikuliselt kdesoleva ELI| vastavusdeklaratsiooni vélja andmise eest ning kinnitame, et koik
kaesolevas deklaratsioonis hdlmatud seadmed vastavad ulal nimetatud direktiivile, samuti vajaduse korral muudele Ulal nimetatud asjakohastele lidu
digusaktidel, millega on ette nahtud ELi vastavusdeklaratsiooni valjastamine.

Vastavus on tuvastatud ulal nimetatud vastavushindamismenetluse abil. Jargitud on direktiivi vastavaid satteid, tehnika taset ning Ghtlustatud standardeid.

Kéaesolev deklaratsioon on kehtiv allkirjastamise kuupaevast.

Selmsdorf, 25.05.2022
Kehtivusaeg: 24.05.2023

EU-DoC_Klasse_|_MDR_Gas_Sampling_Lines_Versastream_VM_Rev_1.xlsx
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EU-VAATIMUSTENMUKAISUUSVAKUUT US LIITE IV

EUROOPAN PARLAMENTIN JA
NEUVOSTON ASETUS (EU) 2017/745

Valmistajan: Bluepoint MEDICAL GmbH & Co. KG
Sen toimipaikan osoite: An der Trave 15, 23923 Selmsdorf
Germany

31 artiklassa ((EU) 2017/745)
tarkoitettu rekisterinumero: DE-MF-000004934

UDI-DI UDI-DI-tunniste Tuotteen nimi

| 7090121002V | 242516796 01122 42516796-010-WT NA-S-VIA-200

| 7090121003V | 242516796 01139 42516796-010-WT NP-S-VIA-200

| 7090121008V | 242516796 01184 42516796-010-WT NA-L-VIA-200

| 7090121009V | 242516796 01191 42516796-010-WT NP-L-VIA-200

| 7090121014V | 242516796 0124 5 42516796-010-WT ONA-S-VIA-200
| 7090121015V | 242516796 01252 42516796-010-WT ONP-S-VIA-200
| 7090121018V | 242516796 0128 3 ' 42516796-010-WT ONA-L-VIA-200
| 7090121019V | 242516796 01290 42516796-010-WT ONP-L-VIA-200
| 7090121033V | 242516796 0138 2 | 42516796-010-WT NA-L-LLM-200

| 7090121034V | 242516796 01399 42516796-010-WT NP-L-LLM-200

| 7090121043V | 242516796 0293 8 1 42516796-010-WT ONA-L-LLM-200
| 7090121044V | 242516796 0294 5 42516796-010-WT ONP-L-LLM-200
| 7090121103V | 242516796 0083 5 '42516796-010-WT NA-S-ORI-200

| 7090121104V | 242516796 0084 2 42516796-010-WT NP-S-ORI-200

| 7090121109V | 242516796 0089 7 1 42516796-010-WT NA-L-ORI-200

| 7090121110V | 242516796 0090 3 ' 42516796-010-WT NP-L-ORI-200

| 7090121115V | 242516796 00958 42516796-010-WT ONA-S-ORI-200
| 7090121116V | 242516796 0096 5 42516796-010-WT ONP-S-ORI-200
| 7090121119V | 242516796 0099 6 42516796-010-WT ONA-L-ORI-200
| 7090121120V | 242516796 0100 9 42516796-010-WT ONP-L-ORI-200
| 7090121129V | 242516796 0136 8 1 42516796-010-WT LLM-S-VIA-200
| 7090121130V | 242516796 0137 5 42516796-010-WT LLM-L-VIA-200

| 7090121131V | 242516796 0299 0 42516796-010-WT LLM-L-LLM-200
| 7090121142V | 242516796 01092 42516796-010-WT LLM-S-ORI-200
| 7090121143V | 242516796 01108 42516796-010-WT LLM-L-ORI-200
I

|

Laitteen riskiluokka liitteessa VIII esitettyjen saantdjen mukaisesti: |

Taten vakuutamme, etté luetellut tuotteet vastaavat asetusta (EU) 2017/745 sekéd mahdollisesti muuta unionin asiaankuuluvaa lainsdadantoa, jossa edellytetaan
EU-vaatimustenmukaisuusvakuutuksen laatimista.

Viittaus niihin yhteisiin eritelmiin, joita on kaytetty ja joiden perusteella
vaatimustenmukaisuusvakuutus on annettu: -

Vaatimustenmukaisuuden arviointimenettely liitteen I, Il, I, VI, VIIl mukaan.
Tarvittaessa lisatietoja: —

Me, Bluepoint MEDICAL GmbH & Co. KG, olemme yksinomaisesti vastuussa tdmén EU-vaatimustenmukaisuusvakuutuksen laatimisesta ja vakuutamme, etta
kaikki tdman vakuutuksen kasittdmat tuotteet vastaavat ylla mainittua asetusta seka tarvittaessa ylla mainittua unionin asiaankuuluvaa lainsdadantéa, jossa
edellytetddn EU-vaatimustenmukaisuusvakuutuksen laatimista.

Vaatimustenmukaisuus on todettu yll& mainitun vaatimustenmukaisuuden arviointimenettelyn mukaisesti. Asetuksen vastaavia maarayksia, tekniikan tasoa ja
yhdenmukaistettuja standardeja on noudatettu.

Tama vakuutus on voimassa allekirjoituksen paivayksesta alkaen.

Selmsdorf, 25.05.2022

Voimassa asti: 24.05.2023

EU-DoC_Klasse_I_MDR_Gas_Sampling_Lines_Versastream_VM_Rev_1.xlIsx
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Le nom:

L'adresse:

Le numéro d'enregistrement unique

visé a larticle 31 ((UE) 2017/745)

du fabricant:

7090121002V
7090121003V
7090121008V
7090121009V
7090121014V
7090121015V
7090121018V
7090121019V
7090121033V
7090121034V
7090121043V
7090121044V
7090121103V
7090121104V
7090121109V
7090121110V
7090121115V
7090121116V
7090121119V
7090121120V
7090121129V
7090121130V
7090121131V
7090121142V
7090121143V

La classe de risque du dispositif conformément aux régles établies a I'annexe VIII:

UDI-DI

242516796 0112 2
242516796 0113 9
242516796 0118 4
242516796 0119 1
242516796 0124 5
242516796 0125 2
242516796 0128 3
242516796 0129 0
242516796 0138 2
242516796 0139 9
242516796 0293 8
242516796 0294 5
242516796 0083 5
242516796 0084 2
242516796 0089 7
242516796 0090 3
242516796 0095 8
242516796 0096 5
242516796 0099 6
242516796 0100 9
242516796 0136 8
242516796 0137 5
242516796 0299 0
242516796 0109 2
242516796 0110 8

DECLARATION DE CONFORMITE UE
ANNEXE IV, REGLEMENT (UE) 2017/745
DU PARLEMENT EUROPEEN ET DU CONSEIL

Bluepoint MEDICAL GmbH & Co. KG
An der Trave 15, 23923 Selmsdorf

Allemagne

DE-MF-000004934

L'IUD-ID de base

42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT

Nom du produit
NA-S-VIA-200
NP-S-VIA-200
NA-L-VIA-200
NP-L-VIA-200
ONA-S-VIA-200
ONP-S-VIA-200
ONA-L-VIA-200
ONP-L-VIA-200
NA-L-LLM-200
NP-L-LLM-200
ONA-L-LLM-200
ONP-L-LLM-200
NA-S-ORI-200
NP-S-ORI-200
NA-L-ORI-200
NP-L-ORI-200
ONA-S-ORI-200
ONP-S-ORI-200
ONA-L-ORI-200
ONP-L-ORI-200
LLM-S-VIA-200
LLM-L-VIA-200
LLM-L-LLM-200
LLM-S-ORI-200
LLM-L-ORI-200

Nous déclarons par la présente que les produits satisfont a la directive (UE) 2017/745 ainsi que le cas échéant a toutes les autres prescriptions légales de I'Union

stipulant I'établissement d’'une déclaration de conformité UE.

Des références aux spécifications communes qui ont été utilisées et par rapport auxquelles

la conformité est déclarée:

Procédure d’évaluation de la conformité selon I'annexe |, II, lIl, VI, VIII.

Le cas échéant, des informations supplémentaires:

Nous, la Bluepoint MEDICAL GmbH & Co. KG, assumons seuls la responsabilité lors de I'établissement de la présente déclaration de conformité UE et certifions
que tous les produits concernés par cette déclaration satisfont a la directive précitée ainsi que le cas échéant a toutes les autres prescriptions légales de I'Union

dont question ci-dessus et stipulant I'établissement d’'une déclaration de conformité UE.

La conformité a été établie sur la base de la procédure d’évaluation de la conformité dont question plus haut. Les dispositions correspondantes de la directive,
I'état de la technique ainsi que les normes harmonisées ont été respectés.

La présente déclaration est valide a la date de la signature.

Selmsdorf,

Valable
jusqu'au:

EU-DoC_Klasse_|_MDR_Gas_Sampling_Lines_Versastream_VM_Rev_1.xIsx

25.05.2022

24.05.2023

French



DEARBHU COMHREIREACHTA AE IARSCRIBHINN IV, ﬂ
RIALACHAN (AE) 2017/745 © PHARLAIMINT NA
hEORPA AGUS ON gCOMHAIRLE

Ainm: Bluepoint MEDICAL GmbH & Co. KG

An der Trave 15, 23923 Selmsdorf
An Ghearmain

Seoladh a n-aite gno:

SRN da dtagraitear in Airteagal 31

((AE) 2017/745) agus:

| 7090121002V | 242516796 01122 42516796-010-WT NA-S-VIA-200 |
| 7090121003V | 242516796 01139 42516796-010-WT NP-S-VIA-200 |
| 7090121008V | 242516796 0118 4 42516796-010-WT NA-L-VIA-200 |
| 7090121009V | 242516796 01191 42516796-010-WT NP-L-VIA-200 |
| 7090121014V | 242516796 0124 5 42516796-010-WT ONA-S-VIA-200 |
| 7090121015V | 242516796 01252 42516796-010-WT ONP-S-VIA-200 |
| 7090121018V | 242516796 0128 3 42516796-010-WT ONA-L-VIA-200 |
| 7090121019V | 242516796 0129 0 42516796-010-WT ONP-L-VIA-200 |
| 7090121033V | 242516796 0138 2 142516796-010-WT NA-L-LLM-200 |
| 7090121034V | 242516796 01399 42516796-010-WT NP-L-LLM-200 |
| 7090121043V | 242516796 0293 8 42516796-010-WT ONA-L-LLM-200 |
| 7090121044V | 242516796 0294 5 42516796-010-WT ONP-L-LLM-200 |
| 7090121103V | 242516796 0083 5 42516796-010-WT NA-S-ORI-200 |
| 7090121104V | 242516796 0084 2 42516796-010-WT NP-S-ORI-200 |
| 7090121109V | 242516796 0089 7 42516796-010-WT NA-L-ORI-200 |
| 7090121110V | 242516796 0090 3 ' 42516796-010-WT NP-L-ORI-200 |
| 7090121115V | 242516796 0095 8 42516796-010-WT ONA-S-ORI-200 |
| 7090121116V | 242516796 0096 5 42516796-010-WT ONP-S-ORI-200 |
| 7090121119V | 242516796 0099 6 42516796-010-WT ONA-L-ORI-200 |
| 7090121120V | 242516796 01009 42516796-010-WT ONP-L-ORI-200 |
| 7090121129V | 242516796 0136 8 42516796-010-WT LLM-S-VIA-200 |
| 7090121130V | 242516796 0137 5 42516796-010-WT LLM-L-VIA-200 |
| 7090121131V | 242516796 0299 0 42516796-010-WT LLM-L-LLM-200 |
| 7090121142V | 242516796 0109 2 ' 42516796-010-WT LLM-S-ORI-200 |
| 7090121143V | 242516796 01108 42516796-010-WT LLM-L-ORI-200 |
I I
I I

UDI-DI

DE-MF-000004934

SF-SFU Bunusach

Ainm an tairge

Aicme riosca na feiste i gcomhréir leis na rialacha a leagtar amach in larscribhinn VIII: |

Dearbhaimid leis seo go gcomhlionann na tairgi ata liostaithe Rialachan (AE) 2017/745 agus, nuair is infneidhme, reachtaiocht abhartha eile de chuid an
Aontais lena ndéantar forail i leith dearbhi comhréireachta AE a eisitint.

Tagairti do “sonraiochtai comhchoiteanna” (SCanna) a Usaidtear, ar ina leith a

dhearbhaitear an chomhréireacht: —
Nés imeachta um measunu i gcomhréir le hlarscribhinn |, I1, 111, VI, VIII.

| gcés inarb infheidhme, faisnéis bhreise: —

Glacaimidne, Bluepoint MEDICAL GmbH & Co. KG, an fhreagracht iomlan as an dearbhii comhréireachta AE seo a eisitiint agus dearbhaimid go gcomhlionann
na tairgi ar fad ata cludaithe sa dearbhu seo an Rialachan thuasluaite agus, nuair is infheidhme, reachtaiocht abhartha eile de chuid Aontais a luaitear thuas
lena ndéantar forail i leith dearbh comhréireachta AE a eisitint.

Dearbhaiodh an chomhréireacht trid an nés imeachta um meastnu comhréireachta thuasluaite. Comhlionadh foralacha abhartha an Rialachain, na forbairti
teicneolaiocha is déanai, agus na caighdeain chomhchuibhithe.

Té an dearbhu seo baili 6 dhata an tsinithe.

Selmsdorf, 25.05.2022
baili go dti: 24.05.2023
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Ime:

Adresa:

SRN proizvodaca iz ¢lanka 31
((EU) 2017/745):

UDI-DI

7090121002V | 242516796 0112 2
7090121003V | 242516796 0113 9
7090121008V | 242516796 0118 4
7090121009V | 242516796 0119 1
7090121014V | 242516796 0124 5
7090121015V | 242516796 0125 2
7090121018V | 242516796 0128 3
7090121019V | 242516796 0129 0
7090121033V | 242516796 0138 2
7090121034V | 242516796 0139 9
7090121043V | 242516796 0293 8
7090121044V | 242516796 0294 5
7090121103V | 242516796 0083 5
7090121104V | 242516796 0084 2
7090121109V | 242516796 0089 7
7090121110V | 242516796 0090 3
7090121115V | 242516796 0095 8
7090121116V | 242516796 0096 5
7090121119V | 242516796 0099 6
7090121120V | 242516796 0100 9
7090121129V | 242516796 0136 8
7090121130V | 242516796 0137 5
7090121131V | 242516796 0299 0
7090121142V | 242516796 0109 2
7090121143V | 242516796 0110 8

Klasa rizika proizvoda u skladu s pravilima utvrdenima u Prilogu VIII:

Ovim izjavljujemo da proizvodi navedeni odgovaraju Uredbi (EU) 2017/745, a prema potrebi

EU IZJAVA O SUKLADNOSTI PRILOG IV.,
UREDBA (EU) 2017/745 EUROPSKOG PARLAMENTA | VIJECA

Bluepoint MEDICAL GmbH & Co. KG
An der Trave 15, 23923 Selmsdorf

Njemacka

DE-MF-000004934

osnovni UDI-DI
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT

kojima se predvida izdavanje EU izjave o sukladnosti.

Upucivanja na sve zajednicke specifikacije koje su upotrijebljene i u vezi s kojima je izdana

izjava o sukladnosti:

Postupak za ocjenjivanje sukladnosti prema Prilogu I, II, Ill, VI, VIII.

Ako je to primjenjivo, dodatne informacije:

Mi, tvrtka Bluepoint MEDICAL GmbH & Co. KG, jedini smo odgovorni za izdavanje ove EU izjave o sukladnosti i osiguravamo da svi proizvodi obuhvaéeni

Naziv proizvoda
NA-S-VIA-200
NP-S-VIA-200
NA-L-VIA-200
NP-L-VIA-200
ONA-S-VIA-200
ONP-S-VIA-200
ONA-L-VIA-200
ONP-L-VIA-200
NA-L-LLM-200
NP-L-LLM-200
ONA-L-LLM-200
ONP-L-LLM-200
NA-S-ORI-200
NP-S-ORI-200
NA-L-ORI-200
NP-L-ORI-200
ONA-S-ORI-200
ONP-S-ORI-200
ONA-L-ORI-200
ONP-L-ORI-200
LLM-S-VIA-200
LLM-L-VIA-200
LLM-L-LLM-200
LLM-S-ORI-200
LLM-L-ORI-200

i drugim odgovaraju¢im zakonodavnim odredbama Unije prema

ovom deklaracijom odgovaraju gore navedenoj Uredbi, a prema potrebi i drugim odgovaraju¢im zakonodavnim odredbama Unije prema kojima se predvida

izdavanje EU izjave o sukladnosti.

Sukladnost je utvrdena provodenjem gore navedenoga postupka za ocjenjivanje sukladnosti. Postovane su odgovarajuc¢e odredbe uredbe, stanje tehnike, kao

i uskladene norme.

Ova izjava vrijedi od datuma potpisivanja.

Selmsdorf, 25.05.2022
Vrijedi do: 24.05.2023
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A gyarténak a neve:
Cég cime:

A 31. ((EU) 2017/745) cikkben
emlitett egyedi regisztracios szama:

UDI-DI

7090121002V | 242516796 0112 2
7090121003V 242516796 0113 9
7090121008V | 242516796 0118 4
7090121009V 242516796 0119 1
7090121014V | 242516796 0124 5
7090121015V 242516796 0125 2
7090121018V | 242516796 0128 3
7090121019V 242516796 0129 0
7090121033V | 242516796 0138 2
7090121034V 242516796 0139 9
7090121043V | 242516796 0293 8
7090121044V 2 42516796 0294 5
7090121103V | 242516796 0083 5
7090121104V 2 42516796 0084 2
7090121109V | 242516796 0089 7
7090121110V 242516796 0090 3
7090121115V | 2 42516796 0095 8
7090121116V 2 42516796 0096 5
7090121119V | 2 42516796 0099 6
7090121120V 242516796 0100 9
7090121129V = 242516796 0136 8
7090121130V 242516796 0137 5
7090121131V | 242516796 0299 0
7090121142V 242516796 0109 2
7090121143V = 242516796 0110 8

EU-MEGFELELOSEGI NYILATKOZAT
IV. MELLEKLET, Az Eurépai Parlament és
a Tanacs (EU) 2017/745 Rendelete

Bluepoint MEDICAL GmbH & Co. KG

An der Trave 15, 23923 Selmsdorf
Németorszag

DE-MF-000004934

alapvet6 UDI-DI
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT

Az eszkdznek a VIII. mellékletben szerepld szabalyok szerinti kockazati osztalya:

Ezennel kijelentjiik, hogy megnevezett termékek megfelelnek az (EU) 2017/745 rendeletnek, valamint adott esetben egyéb olyan relevans uniés

jogszabalyoknak, amelyek EU-megfeleléségi nyilatkozat kiallitasat irjak eld.

Hivatkozasok valamennyi olyan felhasznalt egységes el6irasra, amely alapjan a termék

megfeleléségét megallapitottak.

Megfelel6ségértékelési eljaras a |.,

1., VI, VIII. melléklet szerint.

Adott esetben kiegészité informaciok:

Mi, a Bluepoint MEDICAL GmbH & Co. KG, viseljik az egyediili felelsséget a jelen EU-megfelel6ségi nyilatkozat kiallitasaért, és biztositjuk, hogy a jelen
nyilatkozatban foglalt 6sszes termék megfelel a fent megadott rendeletnek, valamint adott esetben egyéb fent megadott relevans uniés jogszabalyoknak,

amelyek EU-megfeleléségi nyilatkozat kidllitasat irjak eld.

A megfeleléséget a fent emlitett megfelelségértékelési eljarast alkalmazva allapitottuk meg. Betartottuk a rendeletbdl, a technika allasabdl, valamint a

harmonizalt szabvanyokbdl adédé megfeleld rendelkezéseket.

Ez a nyilatkozat az alairas datumatol érvényes.

Selmsdorf, 25.05.2022
Ervényes
amig: 24.05.2023

EU-DoC_Klasse_I_MDR_Gas_Sampling_Lines_Versastream_VM_Rev_1.xlIsx

Terméknév
NA-S-VIA-200
NP-S-VIA-200
NA-L-VIA-200
NP-L-VIA-200
ONA-S-VIA-200
ONP-S-VIA-200
ONA-L-VIA-200
ONP-L-VIA-200
NA-L-LLM-200
NP-L-LLM-200
ONA-L-LLM-200
ONP-L-LLM-200
NA-S-ORI-200
NP-S-ORI-200
NA-L-ORI-200
NP-L-ORI-200
ONA-S-ORI-200
ONP-S-ORI-200
ONA-L-ORI-200
ONP-L-ORI-200
LLM-S-VIA-200
LLM-L-VIA-200
LLM-L-LLM-200
LLM-S-ORI-200
LLM-L-ORI-200

Hungarian



DICHIARAZIONE DI CONFORMITA UE
Allegato IV, REGOLAMENTO (UE) 2017/745
DEL PARLAMENTO EUROPEO E DEL CONSIGLIO

Nome della ditta:

Bluepoint MEDICAL GmbH & Co. KG

Indirizzo della sede legale: An der Trave 15, 23923 Selmsdorf

Numero di registrazione unico di cui
all'articolo 31 ((UE) 2017/745) del

fabbricante:

Classe di rischio del dispositivo, conformemente alle regole di cui all'allegato VIII:

Germany

DE-MF-000004934

UDI-DI I'UDI-DI di base Nome prodotto
| 7090121002V | 242516796 01122 42516796-010-WT NA-S-VIA-200 |
| 7090121003V | 242516796 01139 42516796-010-WT NP-S-VIA-200 |
| 7090121008V | 242516796 01184 42516796-010-WT NA-L-VIA-200 |
| 7090121009V | 242516796 0119 1 42516796-010-WT NP-L-VIA-200 |
| 7090121014V | 242516796 0124 5 42516796-010-WT ONA-S-VIA-200 |
| 7090121015V | 242516796 01252 42516796-010-WT ONP-S-VIA-200 |
| 7090121018V | 242516796 0128 3 42516796-010-WT ONA-L-VIA-200 |
| 7090121019V | 242516796 01290 42516796-010-WT ONP-L-VIA-200 |
| 7090121033V | 242516796 01382 42516796-010-WT NA-L-LLM-200 |
| 7090121034V | 242516796 01399 42516796-010-WT NP-L-LLM-200 |
| 7090121043V | 242516796 0293 8 42516796-010-WT ONA-L-LLM-200 |
| 7090121044V | 242516796 0294 5 42516796-010-WT ONP-L-LLM-200 |
| 7090121103V | 242516796 0083 5 42516796-010-WT NA-S-ORI-200 |
| 7090121104V | 242516796 0084 2 |42516796-010-WT NP-S-ORI-200 |
| 7090121109V | 242516796 0089 7 |42516796-010-WT NA-L-ORI-200 |
| 7090121110V | 242516796 0090 3 |42516796-010-WT NP-L-ORI-200 |
| 7090121115V | 242516796 00958 42516796-010-WT ONA-S-ORI-200 |
| 7090121116V | 242516796 0096 5 42516796-010-WT ONP-S-ORI-200 |
| 7090121119V | 242516796 0099 6 42516796-010-WT ONA-L-ORI-200 |
| 7090121120V | 242516796 01009 42516796-010-WT ONP-L-ORI-200 |
| 7090121129V | 242516796 0136 8 42516796-010-WT LLM-S-VIA-200 |
| 7090121130V | 242516796 0137 5 |42516796-010-WT LLM-L-VIA-200 |
| 7090121131V | 242516796 0299 0 42516796-010-WT LLM-L-LLM-200 |
| 7090121142V | 242516796 0109 2 |42516796-010-WT LLM-S-ORI-200 |
| 7090121143V | 242516796 01108 42516796-010-WT LLM-L-ORI-200 |
I |
I |

Con la presente dichiariamo che i prodotti sono conformi al Regolamento (UE) 2017/745 e a qualunque altro pertinente atto legislativo del’'Unione che preveda
il rilascio di una dichiarazione di conformita UE.

Riferimenti a eventuali «specifiche comuni» (SC) utilizzate in relazione alle quali & dichiarata

la conformita:

Procedura di valutazione della conformita ai sensi dell’Allegato I, II, Ill, VI, VIII.

Se pertinente, informazioni supplementari:

Noi, Bluepoint MEDICAL GmbH & Co. KG, ci assumiamo l'esclusiva responsabilita per il rilascio della presente dichiarazione di conformita UE e garantiamo che
tutti i prodotti compresi in tale dichiarazione sono conformi al Regolamento summenzionato nonché a qualunque altro pertinente atto legislativo dell'Unione che
preveda il rilascio di una dichiarazione di conformita UE.

La conformita & stata accertata mediante la suddetta procedura di valutazione della conformita, nel rispetto delle disposizioni del Regolamento, dello stato della
tecnica e delle norme armonizzate.

La presente dichiarazione ha validita dalla data della firma.

Selmsdorf,
Scade:

25.05.2022
24.05.2023

EU-DoC_Klasse_|_MDR_Gas_Sampling_Lines_Versastream_VM_Rev_1.xlsx
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ES ATITIKTIES DEKLARACIJA IV PRIEDAS, “
Europos Parlamento IR
Tarybos Reglamentas (ES) 2017/745

Gamintojo (vardas ir pavardé): gy an0int MEDICAL GmbH & Co. KG

Adresas: An der Trave 15, 23923 Selmsdorf
Lietuva
Unikalusis registracijos numeris,

kaip nurodyta 31 ((ES) 2017/745)  DE-MF-000004934
straipsnyje:

UDI-DI Bazinis UDI-DI Gaminio pavadinimas

| 7090121002V | 242516796 01122 42516796-010-WT NA-S-VIA-200 |
| 7090121003V | 242516796 01139 42516796-010-WT NP-S-VIA-200 |
| 7090121008V | 242516796 0118 4 42516796-010-WT NA-L-VIA-200 |
| 7090121009V | 242516796 01191 | 42516796-010-WT NP-L-VIA-200 |
| 7090121014V | 242516796 0124 5 42516796-010-WT ONA-S-VIA-200 |
| 7090121015V | 242516796 01252 42516796-010-WT ONP-S-VIA-200 |
| 7090121018V | 242516796 0128 3 42516796-010-WT ONA-L-VIA-200 |
| 7090121019V | 242516796 01290 42516796-010-WT ONP-L-VIA-200 |
| 7090121033V | 242516796 0138 2 42516796-010-WT NA-L-LLM-200 |
| 7090121034V | 242516796 01399 42516796-010-WT NP-L-LLM-200 |
| 7090121043V | 242516796 0293 8 42516796-010-WT ONA-L-LLM-200 |
| 7090121044V | 242516796 0294 5 42516796-010-WT ONP-L-LLM-200 |
| 7090121103V | 242516796 0083 5 42516796-010-WT NA-S-ORI-200 |
| 7090121104V | 242516796 0084 2  42516796-010-WT NP-S-ORI-200 |
| 7090121109V | 242516796 0089 7 42516796-010-WT NA-L-ORI-200 |
| 7090121110V | 242516796 0090 3 1 42516796-010-WT NP-L-ORI-200 |
| 7090121115V | 242516796 00958 42516796-010-WT ONA-S-ORI-200 |
| 7090121116V | 242516796 0096 5 '42516796-010-WT ONP-S-ORI-200 |
| 7090121119V | 242516796 0099 6 42516796-010-WT ONA-L-ORI-200 |
| 7090121120V | 242516796 01009 42516796-010-WT ONP-L-ORI-200 |
| 7090121129V | 242516796 0136 8 42516796-010-WT LLM-S-VIA-200 |
| 7090121130V | 242516796 0137 5 42516796-010-WT LLM-L-VIA-200 |
| 7090121131V | 242516796 0299 0 42516796-010-WT LLM-L-LLM-200 |
| 7090121142V | 242516796 0109 2  42516796-010-WT LLM-S-ORI-200 |
| 7090121143V | 242516796 01108 42516796-010-WT LLM-L-ORI-200 |
| |
I I

Priemonés rizikos klasé pagal VIII priede nustatytas taisykles: |

Siuo dokumentu patvirtiname, kad iSvardyti gaminiai atitinka Reglamento (ES) 2017/745 ir kity svarbiy Europos Sajungos teisés akty, kuriuose numatytas ES
atitikties deklaracijos iSdavimas, reikalavimus.

Nuorodos j visas taikytas bendrasias specifikacijas, kurioms yra deklaruojama atitiktis:

Atitikties vertinimo proceddra pagal |, 11, Ill, VI, VIII prieda.
Prireikus, papildoma informacija: —
Mes, ,Bluepoint MEDICAL GmbH & Co. KG*, prisiimame visg atsakomybe uz $Sios ES atitikties deklaracijos iSdavimg ir uztikriname, kad $ioje deklaracijoje

nurodyti gaminiai atitinka pirmiau nurodyto reglamento ir kity nurodyty svarbiy Europos Sajungos teisés akty, kuriuose numatytas ES atitikties deklaracijos
iSdavimas, reikalavimus.

Atitiktis buvo nustatyta taikant pirmiau nurodytg atitikties vertinimo procedirg. Buvo laikomasi atitinkamy Reglamento nuostaty, atsizvelgta j techniniy galimybiy
i§sivystymo lygj ir darniyjy standarty reikalavimus.

Si deklaracija galioja nuo jos pasirasymo datos.

Selmsdorf, 25.05.2022
Galioja iki: 24.05.2023
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RaZzotaja:

Juridiska adrese:

VRN ka tas minéts 31. ((ES)

2017/745) panta:

| 7090121002V | 242516796 01122 42516796-010-WT NA-S-VIA-200 |
| 7090121003V | 242516796 01139 42516796-010-WT NP-S-VIA-200 |
| 7090121008V | 242516796 01184 42516796-010-WT NA-L-VIA-200 |
| 7090121009V | 242516796 01191 42516796-010-WT NP-L-VIA-200 |
| 7090121014V | 242516796 0124 5 42516796-010-WT ONA-S-VIA-200 |
| 7090121015V | 242516796 01252 42516796-010-WT ONP-S-VIA-200 |
| 7090121018V | 242516796 0128 3 42516796-010-WT ONA-L-VIA-200 |
| 7090121019V | 242516796 0129 0 42516796-010-WT ONP-L-VIA-200 |
| 7090121033V | 242516796 0138 2 42516796-010-WT NA-L-LLM-200 |
| 7090121034V | 242516796 01399 42516796-010-WT NP-L-LLM-200 |
| 7090121043V | 242516796 0293 8 42516796-010-WT ONA-L-LLM-200 |
| 7090121044V | 242516796 0294 5 42516796-010-WT ONP-L-LLM-200 |
| 7090121103V | 242516796 0083 5 42516796-010-WT NA-S-ORI-200 |
| 7090121104V | 242516796 0084 2 42516796-010-WT NP-S-ORI-200 |
| 7090121109V | 242516796 0089 7 42516796-010-WT NA-L-ORI-200 |
| 7090121110V | 242516796 0090 3 ' 42516796-010-WT NP-L-ORI-200 |
| 7090121115V | 242516796 0095 8 42516796-010-WT ONA-S-ORI-200 |
| 7090121116V | 242516796 0096 5 42516796-010-WT ONP-S-ORI-200 |
| 7090121119V | 242516796 0099 6 42516796-010-WT ONA-L-ORI-200 |
| 7090121120V | 242516796 0100 9 42516796-010-WT ONP-L-ORI-200 |
| 7090121129V | 242516796 0136 8 142516796-010-WT LLM-S-VIA-200 |
| 7090121130V | 242516796 0137 5 42516796-010-WT LLM-L-VIA-200 |
| 7090121131V | 242516796 0299 0 42516796-010-WT LLM-L-LLM-200 |
| 7090121142V | 242516796 0109 2 42516796-010-WT LLM-S-ORI-200 |
| 7090121143V | 242516796 01108 42516796-010-WT LLM-L-ORI-200 |
I I
I I

Lerices riska klase saskana ar VIII pielikuma izklastitajiem noteikumiem:

UDI-DI

ES ATBILSTIBAS DEKLARACIJA
IV PIELIKUMS, EIROPAS PARLAMENTA
UN PADOMES REGULA (ES) 2017/745

Bluepoint MEDICAL GmbH & Co. KG
An der Trave 15, 23923 Selmsdorf

Vacija

DE-MF-000004934

Pamata UDI-DI

Izstradajumu nosaukums

Més pazinojam, ka uzskaititie izstradajumi atbilst ES regulai 2017/745 un nepiecieSamibas gadijuma jebkadiem citiem attiecigiem Savienibas tiesibu aktiem,
kuros paredzéta ES atbilstibas deklaracijas izdoSana.

Atsauces uz jebkadam “kopigas specifikacijas” (KS), kuras ir izmantotas un attieciba uz

kuram ir apliecinata atbilstiba:

Atbilstibas novértéSanas procedira saskana ar |, I, lll, VI, VIII pielikumu.
Attieciga gadijuma papildu informacija: —
Més, Bluepoint MEDICAL GmbH & Co. KG, uznemamies pilnu atbildibu par ES atbilstibas deklaracijas izdo$anu un apliecinam, ka visi $aja deklaracija ieklautie

izstradajumi atbilst iepriek$ minétajai regulai un nepiecieSamibas gadijuma jebkadiem citiem attiecigiem Savienibas tiesibu aktiem, kuros paredzéta ES
atbilstibas deklaracijas izdoSana.

Atbilstiba ir noteikta, izmantojot iepriek$ miné&to atbilstibas novértéSanas procediru. Attiecigie regulas, tehniska limena noteikumi un saskanotie standarti ir
ievéroti.

31 deklaracija stajas spéka no tas parakstidanas datuma.

Selmsdorf, 25.05.2022
Derigs lidz: 24.05.2023
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L-isem:

L-indirizz tal-post:

In-numru ta' registrazzjoni uniku
(SRN) kif imsemmi fl-Artikolu 31
((UE) 2017/745) tal-manifattur:

7090121002V
7090121003V
7090121008V
7090121009V
7090121014V
7090121015V
7090121018V
7090121019V
7090121033V
7090121034V
7090121043V
7090121044V
7090121103V
7090121104V
7090121109V
7090121110V
7090121115V
7090121116V
7090121119V
7090121120V
7090121129V
7090121130V
7090121131V
7090121142V
7090121143V

UDI-DI

242516796 0112 2
242516796 0113 9
242516796 0118 4
242516796 0119 1
242516796 0124 5
242516796 0125 2
242516796 0128 3
242516796 0129 0
242516796 0138 2
242516796 0139 9
242516796 0293 8
242516796 0294 5
242516796 0083 5
242516796 0084 2
242516796 0089 7
242516796 0090 3
242516796 0095 8
242516796 0096 5
242516796 0099 6
242516796 0100 9
242516796 0136 8
242516796 0137 5
242516796 0299 0
242516796 0109 2
242516796 0110 8

DIKJARAZZJONI TA' KONFORMITA
TAL-UE ANNESS IV, REGOLAMENT (UE) 2017/745
TAL-PARLAMENT EWROPEW U TAL-KUNSILL

Bluepoint MEDICAL GmbH & Co. KG

An der Trave 15, 23923 Selmsdorf
Il-Germanja

DE-MF-000004934

L-UDI-DI Baziku
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT

Klassi tar-riskju tal-apparat fkonformita mar-regoli stabbiliti fl-Anness VIII:

Isem tal-Prodott
NA-S-VIA-200
NP-S-VIA-200
NA-L-VIA-200
NP-L-VIA-200
ONA-S-VIA-200
ONP-S-VIA-200
ONA-L-VIA-200
ONP-L-VIA-200
NA-L-LLM-200
NP-L-LLM-200
ONA-L-LLM-200
ONP-L-LLM-200
NA-S-ORI-200
NP-S-ORI-200
NA-L-ORI-200
NP-L-ORI-200
ONA-S-ORI-200
ONP-S-ORI-200
ONA-L-ORI-200
ONP-L-ORI-200
LLM-S-VIA-200
LLM-L-VIA-200
LLM-L-LLM-200
LLM-S-ORI-200
LLM-L-ORI-200

Hawnhekk ahna niddikjaraw li I-prodotti elenkati konformi mar-Regolament (UE) 2017/745 u, fejn applikabbli, ma' legizlazzjoni tal-Unjoni relevanti ohra li
tipprevedi I-hrug ta' dikjarazzjoni tal-UE dwar il-konformita.

Referenzi ghal kwalunkwe “spedifikazzjonijiet komuni” (SK) uzat u skont liema konformita tigi

ddikjarata:

Procedura ta' valutazzjoni tal-konformita skont I-Anness |, II, llI, VI, VIII.

Fejn applikabbli, informazzjoni addizzjonali:

Anhna, Bluepoint MEDICAL GmbH & Co. KG, ingorru r-responsabbilta unika ghall-hrug ta' din id-dikjarazzjoni tal-UE dwar il-konformita u niddikjaraw li I-prodotti
kollha koperti minn din id-dikjarazzjoni jkunu konformi mar-Regolament imsemmi hawn fuq u, fejn applikabbli, ma' legizlazzjoni tal-Unjoni relevanti ohra
msemmija hawn fuq li tipprevedi I-hrug ta' dikjarazzjoni tal-UE dwar il-konformita.

ll-konformita giet stabbilita permezz tal-procedura ta' valutazzjoni tal-konformita msemmija hawn fuq. ll-konfomita nzammet mad-dispozizzjonijiet relevanti tar-
Regolament, mal-ahhar zviluppi teknologi¢i, u mal-istandards armonizzati.

Din id-dikjarazzjoni hija valida mid-data tal-firma.

Selmsdorf,

Data ta
‘Skadenza:

25.05.2022

24.05.2023
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Naam:

Het adres:

Het in artikel 31 ((EU) 2017/745)
bedoelde SRN van de fabrikant:

| 7090121002v
| 7090121003v
| 7090121008V
| 7090121000V
| 709012101av
| 7090121015v
| 7090121018v
| 7090121019v
| 7090121033v
| 7090121034v
| 7090121043v
| 7090121044v
| 7090121103v
| 7090121104v
| 7090121109V
| 7090121110v
| 7090121115v
| 7000121116V
| 7090121119v
| 7090121120v
| 7090121129V
| 7090121130V
| 7090121131v
| 7090121142v
| 7090121143v
|

|

Risicoklasse van het hulpmiddel overeenkomstig de regels van bijlage VIII:

Hiermee verklaren wij dat de vermelde hulpmiddelen in overeenstemming zijn met de Verordening (EU) 2017/745 en eventuele andere relevante
Uniewetgeving waarin de afgifte van een EU-conformiteitsverklaring is bepaald.

Verwijzingen naar elke ,gemeenschappelijke specificaties” (GS) die is gebruikt en op grond

UDI-DI
242516796 0112 2
242516796 0113 9
242516796 0118 4
242516796 0119 1
242516796 0124 5
242516796 0125 2
242516796 0128 3
242516796 0129 0
242516796 0138 2
242516796 0139 9
242516796 0293 8
242516796 0294 5
242516796 0083 5
2 42516796 0084 2
2 42516796 0089 7
2 42516796 0090 3
2 42516796 0095 8
2 42516796 0096 5
2 42516796 0099 6
242516796 0100 9
242516796 0136 8
242516796 0137 5
2 42516796 0299 0
242516796 0109 2
242516796 0110 8

EU-CONFORMITEITSVERKLARING
BIJLAGE IV, VERORDENING (EU) 2017/745
VAN HET EUROPEES PARLEMENT EN DE RAAD

Bluepoint MEDICAL GmbH & Co. KG
An der Trave 15, 23923 Selmsdorf

Germany

DE-MF-000004934

Basic-UDI-DI

42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT

waarvan de conformiteitsverklaring is opgesteld:

Conformiteitsbeoordelingsprocedure volgens bijlage I, II, 11I, VI, VIII.

Indien van toepassing, aanvullende informatie:

Productnaam
NA-S-VIA-200
NP-S-VIA-200
NA-L-VIA-200
NP-L-VIA-200
ONA-S-VIA-200
ONP-S-VIA-200
ONA-L-VIA-200
ONP-L-VIA-200
NA-L-LLM-200
NP-L-LLM-200
ONA-L-LLM-200
ONP-L-LLM-200
NA-S-ORI-200
NP-S-ORI-200
NA-L-ORI-200
NP-L-ORI-200
ONA-S-ORI-200
ONP-S-ORI-200
ONA-L-ORI-200
ONP-L-ORI-200
LLM-S-VIA-200
LLM-L-VIA-200
LLM-L-LLM-200
LLM-S-ORI-200
LLM-L-ORI-200

Wij, Bluepoint MEDICAL GmbH & Co. KG, dragen de uitsluitende verantwoordelijkheid voor de afgifte van deze EU-conformiteitsverklaring en verzekeren dat
alle hulpmiddelen waarop deze verklaring betrekking heeft, in overeenstemming zijn met de bovengenoemde verordening en eventuele andere relevante

Uniewetgeving waarin de afgifte van een EU-conformiteitsverklaring is bepaald.

De conformiteit werd aangetoond door middel van de bovengenoemde conformiteitsbeoordelingsprocedure. Aan de desbetreffende bepalingen uit de

Verordening, de state-of-the-art en de geharmoniseerde normen is voldaan.

Deze verklaring is geldig met ingang van de datum van de ondertekening.

Selmsdorf,
Geldig tot:

25.05.2022
24.05.2023
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Imig:

Adresem:

Ich niepowtarzalny numer

rejestracyjny, o ktérym mowa w art.

31 ((UE) 2017/745):

| 7090121002v
| 7090121003v
| 7090121008V
| 7090121000V
| 709012101av
| 7090121015v
| 7090121018v
| 7090121019v
| 7090121033v
| 7090121034v
| 7090121043v
| 7090121044v
| 7090121103v
| 7090121104v
| 7090121109V
| 7090121110v
| 7090121115v
| 7000121116V
| 7090121119v
| 7090121120v
| 7090121129v
| 7090121130V
| 7090121131V
| 7090121142v
| 7090121143v
|

|

Klasa ryzyka wyrobu zgodnie z regutami okreslonymi w zatgczniku VIII:

UDI-DI

242516796 0112 2
242516796 0113 9
242516796 0118 4
242516796 0119 1
242516796 0124 5
242516796 0125 2
242516796 0128 3
242516796 0129 0
242516796 0138 2
242516796 0139 9
242516796 0293 8
2 42516796 0294 5
242516796 0083 5
2 42516796 0084 2
2 42516796 0089 7
242516796 0090 3
242516796 0095 8
2 42516796 0096 5
2 42516796 0099 6
242516796 0100 9
242516796 0136 8
242516796 0137 5
2 42516796 0299 0
242516796 0109 2
242516796 0110 8

Bluepoint MEDICAL GmbH & Co. KG
An der Trave 15, 23923 Selmsdorf

Germany

DE-MF-000004934

Kod Basic UDI-DI

42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT

DEKLARACJA ZGODNOSCI UE ZALACZNIK IV,
ROZPORZADZENIE PARLAMENTU EUROPEJSKIEGO
| RADY (UE) 2017/745

Produkt name
NA-S-VIA-200
NP-S-VIA-200
NA-L-VIA-200
NP-L-VIA-200
ONA-S-VIA-200
ONP-S-VIA-200
ONA-L-VIA-200
ONP-L-VIA-200
NA-L-LLM-200
NP-L-LLM-200
ONA-L-LLM-200
ONP-L-LLM-200
NA-S-ORI-200
NP-S-ORI-200
NA-L-ORI-200
NP-L-ORI-200
ONA-S-ORI-200
ONP-S-ORI-200
ONA-L-ORI-200
ONP-L-ORI-200
LLM-S-VIA-200
LLM-L-VIA-200
LLM-L-LLM-200
LLM-S-ORI-200
LLM-L-ORI-200

Niniejszym o$wiadczamy, ze wymienione wyroby spetniajg wymogi rozporzadzenia (UE) 2017/745 oraz ewentualnych innych obowigzujgcych przepiséow prawa

unijnego, w ktérych przewidziany jest obowigzek wystawienia deklaracji zgodnosci UE.

Wskazanie wszelkich zastosowanych wspdéinych specyfikaciji, z ktérymi deklaruje sig

zgodno$¢:

Procedura oceny zgodnosci zgodna z Zatgcznikiem |, 11, 1I, VI, VIII.

W stosownych przypadkach, dodatkowe informacje:

My, firma Bluepoint MEDICAL GmbH & Co. KG, ponosimy wytaczng odpowiedzialno$¢ za wystawienie niniejszej deklaracji zgodnosci UE i oswiadczamy, ze
wszystkie wyroby, ktorych dotyczy ta deklaracja, spetniajg wymogi wyzej wymienionego rozporzadzenia oraz ewentualnych innych wymienionych wyzej
przepisOw prawa unijnego, w ktérych przewidziany jest obowigzek wystawienia deklaracji zgodnosci UE.

Oceng zgodnosci przeprowadzono zgodnie z wyzej wymieniong procedura oceny zgodnosci. Zostaty spetnione odpowiednie wymogi rozporzadzenia,
aktualnego stanu technik oraz norm zharmonizowanych.

Niniejsza deklaracja obowigzuje od dnia jej podpisania.

Selmsdorf,

Data
waznosci:

25.05.2022

24.05.2023
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DECLARAGAO UE DE CONFORMIDADE
ANEXO IV, REGULAMENTO (UE) 2017/745
DO PARLAMENTO EUROPEU E DO CONSELHO

uUDI-DI UDI-DI basico Produkt name

| 7090121002V 242516796 01122  42516796-010-WT NA-S-VIA-200 |
| 7090121003V 242516796 0113 9  42516796-010-WT NP-S-VIA-200 |
| 7090121008V 242516796 0118 4  42516796-010-WT NA-L-VIA-200 |
| 7090121009V 242516796 01191  42516796-010-WT NP-L-VIA-200 |
| 7090121014V 242516796 0124 5 42516796-010-WT ONA-S-VIA-200 |
| 7090121015V 242516796 01252 42516796-010-WT ONP-S-VIA-200 |
| 7090121018V 242516796 0128 3  42516796-010-WT ONA-L-VIA-200 |
| 7090121019V 242516796 0129 0  42516796-010-WT ONP-L-VIA-200 |
| 7090121033V 242516796 0138 2 42516796-010-WT NA-L-LLM-200 |
| 7090121034V 242516796 01399 42516796-010-WT NP-L-LLM-200 |
| 7090121043V 242516796 0293 8 1 42516796-010-WT ONA-L-LLM-200 |
| 7090121044V 242516796 0294 5 42516796-010-WT ONP-L-LLM-200 |
| 7090121103V 242516796 0083 5 42516796-010-WT NA-S-ORI-200 |
| 7090121104V 242516796 0084 2  42516796-010-WT NP-S-ORI-200 |
| 7090121109V 242516796 0089 7 42516796-010-WT NA-L-ORI-200 |
| 7090121110V 242516796 0090 3 1 42516796-010-WT NP-L-ORI-200 |
| 7090121115V 242516796 0095 8 42516796-010-WT ONA-S-ORI-200 |
| 7090121116V 242516796 0096 5 42516796-010-WT ONP-S-ORI-200 |
| 7090121119V 242516796 0099 6 42516796-010-WT ONA-L-ORI-200 |
| 7090121120V 242516796 0100 9 42516796-010-WT ONP-L-ORI-200 |
| 7090121129V 242516796 0136 8 42516796-010-WT LLM-S-VIA-200 |
| 7090121130V 242516796 0137 5  42516796-010-WT LLM-L-VIA-200 |
| 7090121131V 242516796 0299 0  42516796-010-WT LLM-L-LLM-200 |
| 7090121142V 242516796 0109 2 42516796-010-WT LLM-S-ORI-200 |
| 7090121143V 242516796 0110 8  42516796-010-WT LLM-L-ORI-200 |
| |
| |

Nome: Bluepoint MEDICAL GmbH & Co. KG
Enderecgo da sede: An der Trave 15, 23923 Selmsdorf
Germany

O numero Unico de registo a que se
refere o artigo 31.0 ((UE)
2017/745), do fabricante:

DE-MF-000004934

Classe de risco do dispositivo de acordo com as regras constantes do anexo VIII: |

Declaramos, pela presente, que os produtos listados correspondem ao regulamento (UE) 2017/745 e eventualmente a outras prescrigdes legais aplicaveis da
Unido que preveem a emissdo de uma declaragdo UE de conformidade.

Referéncias as especificagdes comuns utilizadas e com base nas quais é declarada a
conformidade: —

Procedimentos de avaliagdo da conformidade conforme o anexo |, I, Ill, VI, VIII.

Se for caso disso, informagdes suplementares: —
N6s, a Bluepoint MEDICAL GmbH & Co. KG, assumimos a responsabilidade exclusiva pela emisséo desta declaragdo UE de conformidade e garantimos que

todos os produtos abrangidos pela mesma correspondem ao regulamento supracitado e eventualmente a outras prescrigdes legais aplicaveis supracitadas da
Unido que preveem a emissdo de uma declaragdo UE de conformidade.

A conformidade foi determinada mediante o procedimento de avaliagdo da conformidade supracitado. Foram cumpridas as disposigoes respetivas do
regulamento, do estado da técnica e das normas harmonizadas.

Esta declaragéo é valida a partir da data da assinatura.

Selmsdorf, 25.05.2022
Valido até: 24.05.2023

EU-DoC_Klasse_|_MDR_Gas_Sampling_Lines_Versastream_VM_Rev_1.xlsx Portuguese



Numele:

Adresa:

DECLARATIA DE CONFORMITATE UE ANEXALIV,

SRN mentionat la articolul 31 ((UE)
2017/745) ale producatorului:

| 7090121002v
| 7090121003v
| 7090121008V
| 7090121000V
| 709012101av
| 7090121015v
| 7090121018v
| 7090121019v
| 7090121033v
| 7090121034v
| 7090121043v
| 7090121044v
| 7090121103v
| 7090121104v
| 7090121109V
| 7090121110v
| 7090121115v
| 7000121116V
| 7090121119v
| 7090121120v
| 7090121129V
| 7090121130V
| 7090121131V
| 7000121142v
| 7090121143v
|

|

Clasa de risc a dispozitivului in conformitate cu regulile stabilite in anexa VIII:

UDI-DI
242516796 0112 2
242516796 0113 9
242516796 0118 4
242516796 0119 1
242516796 0124 5
242516796 0125 2
242516796 0128 3
242516796 0129 0
242516796 0138 2
242516796 0139 9
242516796 0293 8
242516796 0294 5
242516796 0083 5
2 42516796 0084 2
2 42516796 0089 7
2 42516796 0090 3
242516796 0095 8
2 42516796 0096 5
2 42516796 0099 6
242516796 0100 9
242516796 0136 8
242516796 0137 5
2 42516796 0299 0
242516796 0109 2
242516796 0110 8

REGULAMENTUL (UE) 2017/745 AL

PARLAMENTULUI EUROPEAN $I AL CONSILIULUI

Bluepoint MEDICAL GmbH & Co. KG
An der Trave 15, 23923 Selmsdorf

Germania

DE-MF-000004934

UDI-DI-ul de baza

42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT

Produkt name
NA-S-VIA-200
NP-S-VIA-200
NA-L-VIA-200
NP-L-VIA-200
ONA-S-VIA-200
ONP-S-VIA-200
ONA-L-VIA-200
ONP-L-VIA-200
NA-L-LLM-200
NP-L-LLM-200
ONA-L-LLM-200
ONP-L-LLM-200
NA-S-ORI-200
NP-S-ORI-200
NA-L-ORI-200
NP-L-ORI-200
ONA-S-ORI-200
ONP-S-ORI-200
ONA-L-ORI-200
ONP-L-ORI-200
LLM-S-VIA-200
LLM-L-VIA-200
LLM-L-LLM-200
LLM-S-ORI-200
LLM-L-ORI-200

Prin prezenta declaram, ca produsele listate corespund cerintelor Regulamentului (UE) 2017/745, precum si a celor din oricare alt act legislativ relevant al

Uniunii in care este prevazuta emiterea unei declaratji de conformitate UE.

Trimiterile la orice ,specificati comune” (CS) utilizat si in legatura cu care este declarata

conformitatea:

Proceduri de evaluare a conformitatii, in conformitate cu anexa I, II, IlI, VI, VIII.

Informatii suplimentare, dupa caz:

Noi, Bluepoint MEDICAL GmbH & Co. KG, suntem in mod exclusiv responsabili pentru emiterea acestei declaratii de conformitate UE si garantam ca toate
produsele cuprinse in aceasta declaratie corespund Regulamentului mentionat mai sus, precum si daca este cazul, oricarui alt act legislativ relevant al Uniunii in

care este prevazuta emiterea unei declaratii de conformitate UE.

Conformitatea a fost stabilitd pe baza procedurii de evaluare a conformitatii mentionate mai sus. Au fost respectate prevederile relevante din Regulament,

stadiul actual al tehnicii, precum si standardele armonizate.

Prezenta declaratie este valabila incepand cu data semnarii acesteia.

Selmsdorf,

Valabil pana
n:

25.05.2022

24.05.2023
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Meno:

Adresa:

SRN vyrobcu uvedené v ¢lanku 31
((EU) 2017/745):

UDI-DI
| 7090121002V | 242516796 0112 2
| 7090121003V | 242516796 0113 9
| 7090121008V | 242516796 0118 4
| 7090121009V | 242516796 0119 1
| 7090121014V | 242516796 0124 5
| 7090121015V | 242516796 0125 2
| 7090121018V | 242516796 0128 3
| 7090121019V | 242516796 0129 0
| 7090121033V | 242516796 0138 2
| 7090121034V | 242516796 0139 9
| 7090121043V | 242516796 0293 8
| 7090121044V | 242516796 0294 5
| 7090121103V | 242516796 0083 5
| 7090121104V | 242516796 0084 2
I
I
I
I
I
I
I
I
I
I
I
I
I

7090121109V | 242516796 0089 7
7090121110V | 242516796 0090 3
7090121115V | 242516796 0095 8
7090121116V | 242516796 0096 5
7090121119V | 242516796 0099 6
7090121120V | 242516796 0100 9
7090121129V | 242516796 0136 8
7090121130V | 242516796 0137 5
7090121131V | 242516796 0299 0
7090121142V | 242516796 0109 2
7090121143V | 242516796 0110 8

Rizikova trieda pomocky v sulade s pravidlami stanovenymi v prilohe VIII:

EU VYHLASENIE O ZHODE PRILOHA IV,
NARIADENIE EUROPSKEHO
PARLAMENTU A RADY (EU) 2017/745

Bluepoint MEDICAL GmbH & Co. KG
An der Trave 15, 23923 Selmsdorf

Nemecko

DE-MF-000004934

zakladny UDI-DI
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT

Produkt name
NA-S-VIA-200
NP-S-VIA-200
NA-L-VIA-200
NP-L-VIA-200
ONA-S-VIA-200
ONP-S-VIA-200
ONA-L-VIA-200
ONP-L-VIA-200
NA-L-LLM-200
NP-L-LLM-200
ONA-L-LLM-200
ONP-L-LLM-200
NA-S-ORI-200
NP-S-ORI-200
NA-L-ORI-200
NP-L-ORI-200
ONA-S-ORI-200
ONP-S-ORI-200
ONA-L-ORI-200
ONP-L-ORI-200
LLM-S-VIA-200
LLM-L-VIA-200
LLM-L-LLM-200
LLM-S-ORI-200
LLM-L-ORI-200

Tymto vyhlasujeme, Ze vyrobky uvedené zodpovedaju nariadeniu (EU) 2017/745, ako aj pripadne dal§im prislusnym pravnym predpisom Unie, v ktorych je
uréené vystavenie EU vyhlasenia o zhode.

Odkazy na vsetky pouzité ,spolo¢né Specifikacie” (CS), v suvislosti s ktorymi sa vyhlasuje

zhoda:

Postup posudzovania zhody podla prilohy I, II, Ill, VI, VIII.

V relevantnych pripadoch doplfiujice informacie:

My, spoloénost Bluepoint MEDICAL GmbH & Co. KG, nesieme vyluénu zodpovednost za vystavenie tohto EU vyhlasenia o zhode a zarudujeme, Ze véetky
vyrobky, ktoré si zahrnuté v tomto vyhlaseni, zodpovedaju vyssie uvedenému nariadeniu, ako aj pripadnym dal$im vyssie uvedenym prisluSnym pravnym

predpisom Unie, v ktorych je uréené vystavenie EU vyhlasenia o zhode.

Zhoda bola stanovena prostrednictvom vyssie uvedeného postupu posudzovania zhody. Prislu$né ustanovenia z nariadenia tykajuce sa stavu techniky, ako aj
harmonizovanych noriem boli dodrzané.

Toto vyhlasenie nadobuda platnost s datumom podpisu.

Selmsdorf, 25.05.2022
Platné do: 24.05.2023
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Ime:

Ter naslov:

Enotna registrska Stevilka
proizvajalca iz ¢lena 31 ((EU)

2017/745(:

7090121002V
7090121003V
7090121008V
7090121009V
7090121014V
7090121015V
7090121018V
7090121019V
7090121033V
7090121034V
7090121043V
7090121044V
7090121103V
7090121104V
7090121109V
7090121110V
7090121115V
7090121116V
7090121119V
7090121120V
7090121129V
7090121130V
7090121131V
7090121142V
7090121143V

Razred tveganja pripomocka v skladu s pravili iz Priloge VIII.

UDI-DI

242516796 0112 2
242516796 0113 9
242516796 0118 4
242516796 0119 1
242516796 0124 5
242516796 0125 2
242516796 0128 3
242516796 0129 0
242516796 0138 2
242516796 0139 9
242516796 0293 8
2 42516796 0294 5
2 42516796 0083 5
2 42516796 0084 2
2 42516796 0089 7
242516796 0090 3
2 42516796 0095 8
2 42516796 0096 5
2 42516796 0099 6
242516796 0100 9
242516796 0136 8
242516796 0137 5
2 42516796 0299 0
242516796 0109 2
242516796 0110 8

IZJAVA EU O SKLADNOSTI PRILOGAIV,
UREDBA (EU) 2017/745 EVROPSKEGA
PARLAMENTA IN SVETA

Bluepoint MEDICAL GmbH & Co. KG
An der Trave 15, 23923 Selmsdorf

Nemcija

DE-MF-000004934

Osnovni UDI-DI
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT
42516796-010-WT

Produkt name

NA-S-VIA-200
NP-S-VIA-200
NA-L-VIA-200
NP-L-VIA-200
ONA-S-VIA-200
ONP-S-VIA-200
ONA-L-VIA-200
ONP-L-VIA-200
NA-L-LLM-200
NP-L-LLM-200
ONA-L-LLM-200
ONP-L-LLM-200
NA-S-ORI-200
NP-S-ORI-200
NA-L-ORI-200
NP-L-ORI-200
ONA-S-ORI-200
ONP-S-ORI-200
ONA-L-ORI-200
ONP-L-ORI-200
LLM-S-VIA-200
LLM-L-VIA-200
LLM-L-LLM-200
LLM-S-ORI-200
LLM-L-ORI-200

Izjavljamo, da so izdelki, ki so navedeni v skladu z Uredbo (EU) 2017/745 in po potrebi z drugimi doloébami ustrezne zakonodaje Unije, ki dolo¢a izdajanje
izjave EU o skladnosti.

Sklicevanja na uporabliene skupne specifikacije, v skladu s katerimi je izdana izjava o

skladnosti:

Postopek ugotavljanja skladnosti v skladu s prilogo |, II, lI, VI, VIII.

Po potrebi dodatne informacije:

Mi, podjetje Bluepoint MEDICAL GmbH & Co. KG, smo izklju¢no odgovorni za izdajo te izjave EU o skladnosti in zagotavljamo, da so vsi izdelki, ki so zajeti s to
izjavo, v skladu z zgoraj navedeno Uredbo in po potrebi z drugimi dolo€bami ustrezne zakonodaje Unije, ki dolo€a izdajanje izjave EU o skladnosti.

Skladnost je bila ugotovljena s zgoraj navedenim postopkom ugotavljanja skladnosti. Ustrezne dolo¢be iz Uredbe, najnovejsi tehnoloski razvoj in obstojedi
harmonizirani standardi so bili upo$tevani.

Ta izjava je veljavna z datumom podpisa.

Selmsdorf,
Veljavno do:

25.05.2022
24.05.2023
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EU-FORSAKRAN OM OVERENSSTAMMELSE BILAGA IV,
EUROPAPARLAMENTETS OCH RADETS
FORORDNING (EU) 2017/745

Tillverkarens namn: Bluepoint MEDICAL GmbH & Co. KG

Adress: An der Trave 15, 23923 Selmsdorf
Tyskland
Eudamed-registreringsnummer

(SRN) enligt artikel 31 ((EU) DE-MF-000004934

2017/745):
UDI-DI grundlaggande UDI-DI Produkt name

| 7090121002V | 242516796 01122 42516796-010-WT NA-S-VIA-200 |
| 7090121003V | 242516796 01139 42516796-010-WT NP-S-VIA-200 |
| 7090121008V | 242516796 01184 42516796-010-WT NA-L-VIA-200 |
| 7090121009V | 242516796 0119 1 42516796-010-WT NP-L-VIA-200 |
| 7090121014V | 242516796 0124 5 42516796-010-WT ONA-S-VIA-200 |
| 7090121015V | 242516796 01252 42516796-010-WT ONP-S-VIA-200 |
| 7090121018V | 242516796 0128 3 42516796-010-WT ONA-L-VIA-200 |
| 7090121019V | 242516796 01290 42516796-010-WT ONP-L-VIA-200 |
| 7090121033V | 242516796 01382 42516796-010-WT NA-L-LLM-200 |
| 7090121034V | 242516796 01399 42516796-010-WT NP-L-LLM-200 |
| 7090121043V | 242516796 0293 8 42516796-010-WT ONA-L-LLM-200 |
| 7090121044V | 242516796 0294 5 42516796-010-WT ONP-L-LLM-200 |
| 7090121103V | 242516796 0083 5 42516796-010-WT NA-S-ORI-200 |
| 7090121104V | 242516796 0084 2 |42516796-010-WT NP-S-ORI-200 |
| 7090121109V | 242516796 0089 7 |42516796-010-WT NA-L-ORI-200 |
| 7090121110V | 242516796 0090 3 |42516796-010-WT NP-L-ORI-200 |
| 7090121115V | 242516796 00958 42516796-010-WT ONA-S-ORI-200 |
| 7090121116V | 242516796 0096 5 42516796-010-WT ONP-S-ORI-200 |
| 7090121119V | 242516796 0099 6 42516796-010-WT ONA-L-ORI-200 |
| 7090121120V | 242516796 01009 42516796-010-WT ONP-L-ORI-200 |
| 7090121129V | 242516796 0136 8 42516796-010-WT LLM-S-VIA-200 |
| 7090121130V | 242516796 0137 5 |42516796-010-WT LLM-L-VIA-200 |
| 7090121131V | 242516796 0299 0 42516796-010-WT LLM-L-LLM-200 |
| 7090121142V | 242516796 0109 2 |42516796-010-WT LLM-S-ORI-200 |
| 7090121143V | 242516796 01108 42516796-010-WT LLM-L-ORI-200 |
I |
I |

Produktens riskklass i enlighet med bestdmmelserna i bilaga VIII:

Harmed forsakrar vi att de produkter som finns angivna uppfyller kraven enligt EU-forordning 2017/745 samt eventuella évriga tillampliga lagar som foreskrivs

av unionen, dar en EU-forsékran om éverensstammelse behdver utfardas.

Hanvisningar till gemensamma specifikationer som féljts och i enlighet med vilka

Odverensstdmmelsen forsakras:

Forfarande vid bedémning av dverensstammelse enligt bilaga I, 1, 11I, VI, VIII.

| forekommande fall ytterligare information:

Vi, Bluepoint MEDICAL GmbH & Co. KG, ansvarar ensamma for utfardandet av denna EU-férsdkran om &verensstdmmelse och férsékrar att alla produkter
som omfattas av den har férsakran uppfyller kraven enligt den ovanstaende férordningen samt eventuella évriga tilldmpliga lagar som féreskrivs av unionen,

dar en EU-férsékran om dverensstdmmelse behdver utfardas.

Overensstammelsen har faststallts utifran det ovanstaende forfarandet vid bedémning av éverensstammelse. Vi har fljt de tillampliga bestimmelserna enligt

férordningen, de senaste tekniska ronen och de harmoniserade standarderna.

Den har férsékran galler fran och med datum foér underskriften.

Selmsdorf, 25.05.2022
Giltighets-
period: 24.05.2023
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