Company:

address:

SRN as referred to in MDR Article
31 of the manufacturer:

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

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

Germany
DE-MF-000004934

UDI-DI Basic-UDI-DI
7090121002V~ 242516796 01122 42516796-010-WT
7080121003V 242516796 01139 42516796-010-WT
7090121008V 2 42516796 0118 4 42516796-010-WT
7090121009V 242516796 01191  42516796-010-WT
7090121014V 242516796 0124 5 42516796-010-WT
7090121015V 242516796 01252 42516796-010-WT
7090121018V 2 42516796 0128 3  42516796-010-WT
7090121019V 242516796 01290 42516796-010-WT
7090121033V~ 242516796 01382 42516796-010-WT
7090121034V 242516796 01399  42516796-010-WT
7090121043V 242516796 02938 42516796-010-WT
7090121044V 242516796 0294 5 42516796-010-WT
7090121103V~ 242516796 0083 5 42516796-010-WT
7090121104V 242516796 00842 42516796-010-WT
7090121109V 242516796 00897 42516796-010-WT
7090121110V 242516796 00903  42516796-010-WT
7090121115V 242516796 00958 42516796-010-WT
7080121116V 242516796 0096 5 42516796-010-WT
7080121119V 242516796 00996 42516796-010-WT
7090121120V 242516796 01009 42516796-010-WT
7090121129V 242516796 0136 8  42516796-010-WT
7090121130V 242516796 01375 42516796-010-WT
7090121131V 242516796 0299 0 42516796-010-WT
7090121142V 242516796 01092 42516796-010-WT
7090121143V 242516796 01108 42516796-010-WT

Risk class of the device in accordance with the rules set out in Annex VIII:

Intended purpose: Bluepoint medical single-use Gas Sampling Products are intended for delivery of the patients breathing gas to compatible sidestream gas
modules for continuous monitoring of expired and inspired respiratory gases and respiratory rate. The Gas Sampling Products are non-active and connect the
patients breathing circuit to the compatible sidestream module, which is implemented in a compatible monitoring system to allow gas sampling and/or oxygen
delivery. Bluepoint medical Sampling Products include nasal and oral/nasal cannulas for non-intubated patients and airway adapter sets for intubated patients.
Depending on the patient interface, the product is suitable for use on adult, pediatric and infant patient populations. Bluepoint medical Sampling Products are
intended for professional/hospital care environments including in-hospital patient transport and for use by qualified medical personnel only.

Product name
NA-S-VIA-200

:NP-5-VIA-200

NA-L-VIA-200
NP-L-VIA-200
ONA-S-VIA-200
ONP-5-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-8-VIA-200

LLM-L-VIA-200

LLM-L-LLM-200
LLM-S-ORI-200
LLM-L-ORI-200

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, 11, 111, 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-mentiorred 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 provisfions 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, 2023-05-25
Expire date: 2024-05-24
This signed document is valid for all translations attached.
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Firma:

Anschrift:

EU-Konformitatserklarung (MDR)

gemal Anhang IV

der EU-Medizinprodukteverordnung (MDR) 2017/745

in MDR Artikel 31 genannte SRN

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  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 142516796-010-WT ONA-L-VIA-200 |
| 7090121019V 242516796 0129 0 |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 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 142516796-010-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 0110 8 42516796-010-WT LLM-L-ORI-200 |
| |
| |

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

Germany

DE-MF-000004934

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

BestimmungsgemaRBer Zweck: Die Einweg-Gasprobenahmeprodukte von Bluepoint medical sind fir die Weiterleitung des Atemgases des Patienten an
kompatible Nebenstrom-Gasmodule zur kontinuierlichen Uberwachung der ausgeatmeten und eingeatmeten Atemgase sowie der Atemfrequenz vorgesehen. Die
Gasprobenahmeprodukte sind nicht aktiv und verbinden den Atemschlauch des Patienten mit dem kompatiblen Nebenstrommodul, das in ein kompatibles
Uberwachungssystem implementiert ist, um die Gasprobenahme und/oder Sauerstoffzufuhr zu erméglichen. Zu den Probenahmeprodukten von Bluepoint
medical gehéren Nasen- und Mund-/Nasenkanilen fir nicht intubierte Patienten sowie Atemwegsadapter-Sets fiir intubierte Patienten. Je nach
Patientenschnittstelle eignet sich das Produkt fir den Einsatz bei erwachsenen, péadiatrischen und Sauglingspatienten. Bluepoint medical-
Gasprobenahmeprodukte sind fiir die professionelle Pflege/ Krankenhauspflege, einschlieBlich des innerklinischen Patiententransports, und nur fir die
Verwendung durch qualifiziertes medizinisches Personal bestimmt.

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-Konformitétserklarung vorgesehen ist, entsprechen.

Verweise auf "Gemeinsame Spezifikationen", fir die die Konformitat erklart wird: -
Konformitatsbewertungsverfahren nach Anhang |, 11, lll, VI, VIII.
Gegebenenfalls zusatzliche Informationen: -

Wir, Bluepoint MEDICAL GmbH & Co. KG, tragen die alleinige Verantwortung fir 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-Konformitétserklarung 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, 2023-05-25
Gilltig bis: 2024-05-24

EU-DoC_Klasse_|_MDR_Gas_Sampling_Lines_Versastream_VM_Rev_2.xlsx German



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:

MpennasHayeHue: MpoaykTuTe 3a B3emaHe Ha rasosu npobu Ha Bluepoint medical 3a eaHokpaTHa ynotpeba ca npeHa3HayYeHn 3a JOCTaBsiHe Ha ras, auall
NauMeHTH, KbM CbBMECTUMU CTPAHUYHM ra30BM MOAYMM 3a HEMpeKbCHAT MOHUTOPWHT Ha W3OULLAHWTE U BOULIAHUTE AMXaTenHu ra3oBe U guxaTeriHarta yectorta.
MpoaykTuTe 3a B3emMaHe Ha rasosu Npobu ca HeakTUBHU 1 CBBbP3BAT AMXaTeriHaTa Bepura Ha nauueHTa KbM CbBMECTUMUSI CTPAHWUYEH MOZYI, KOWTO € BHeApeH
B CbBMeCTMMa cucTema 3a HabrniofeHue, 3a [Ja NMo3BOMM B3eMaHe Ha rasoBU Npobu U/Mnu gocTaBka Ha kucropog. lMpopykTuTe 3a B3emMaHe Ha mpobu Ha
Bluepoint medical BkntouBaT Ha3anHu 1 opanHU/Ha3anHN KaHIONMW 3a HEMHTYBUpaHU NauMeHTV M KOMMNMEKTW ajanTepu 3a AUXaTenHu MbTulia 3a UHTYbupaHu
naumeHT.B 3aBrcMMOCT OT MHTEp@eiica Ha NauueHTa, NPOAYKTLT € noaxodsil 3a ynotpe6a npu Bb3pacTHW, neanaTpuyHmn u 6eberta. MpopykTute 3a B3eMaHe
Ha npobu Ha Bluepoint medical ca npegHasHaueHn 3a NPodecHOHaNHW/GOMHUYHM TPYXKKM, BKMIOYUTENHO BbLTPEBONHWYEH TPaHCMOPT Ha MauueHTn u 3a
U3rionaBaHe camo OT KBanuduuMpaH MEAULIMHCKW NepcoHarn.

C HacTosLLOTO Aeknapupame, Ye u3fgenus cboTeBeTcTBaT Ha PernameHT (EC) 2017/745, kakTo u, KoraTo € NpUnoXxuMo - Ha ApyrM CbOTBETHU HOPMAaTUBHU
akToBe Ha Cblo3a, B KOUTO € NpeABuaeHo usaaBaHeTo Ha EC geknapauvs 3a cboTBETCTBME.

MocouBaHe Ha n3nonasaHuTe,o6LwM cneundukaumm” (OC), kakTo 1 Ha OC BbB Bpb3ka C

KOUTO € [leknapupaHo CbOTBETCTBUETO:

[eknapauus 3a cboTBeTCTBUE CbrnacHo Mpunoxenue |, 11, 111, VI, VIII.

KoraTo e npunoxumo, AombrHUTENHa MHOpMaLIns:

Hue, Bluepoint MEDICAL GmbH & Co. KG, Hocum Lsinata oTrOBOPHOCT 3a U34aBaHeTo Ha HacTosiwata EC geknapauus 3a CbOTBETCTBME U yBepsiBame, Ye

BCWYKM BKIMIOYEHW B Ta3n Aeknapauyma nsgenua CboTBEeTCTBaT Ha NOCOYEHUA NO-rope pernameHT, KaKTo U1, KoraTto € NpUnoXXMMo - Ha Apyrn CbOTBETHU MOCOYEHU
no-rope HoOpMaTUBHU aKTOBE Ha Cwblo3a, B KOUTO € npeaBnaeHo n3gaBaHEeTO Ha Aeknapauua 3a CboTBeTCTBME Ha EC.

CbOTBETCTBUETO € YyCTaHOBEHO nocpeAcTBOM ropenoco4yeHara npoueaypa 3a oueHAaBaHe Ha CbOTBETCTBUETO. C'bOTBeTCTBaLLll/ITe paanope,qGM Ha PernamenTa,
TEeKyLOTO paBHULLE HA TEXHUYECKO pa3BuUTUE, KAKTO U XapMOHU3NpaHUTe CTaHOapTU Ca cnaseHu.

Tasun AeKnapauua e BanngHa oT aTtaTta Ha nognuceaHe.

Selmsdorf, 2023-05-25
BanugHo po: 2024-05-24

EU-DoC_Klasse_I_MDR_Gas_Sampling_Lines_Versastream_VM_Rev_2.xlsx Bulgarian



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: |

Uéel pouziti: Jednorazové produkty Bluepoint medical pro odbér vzork( plynu jsou uréeny k dodavani dychaciho plynu pacientdm do kompatibilnich postrannich
plynovych modult pro nepfetrzité monitorovani vydechovanych a vdechnutych dychacich plynti a dechové frekvence. Produkty pro odbér vzorkl plynu jsou
neaktivni a pfipojuji dychaci okruh pacienta ke kompatibilnimu modulu boéniho proudu, ktery je implementovan v kompatibilnim monitorovacim systému, ktery
umoziiuje odbér vzorkd plynu a/nebo dodavku kysliku. Produkty Bluepoint medical pro odbér vzorkt zahrnuji nosni a oralni/nazalni kanyly pro neintubované
pacienty a sady adaptérd dychacich cest pro intubované pacienty.V zavislosti na rozhrani pacienta je produkt vhodny pro pouziti u dospélych, pediatrickych a
kojeneckych pacientti. Produkty Bluepoint medical Sampling Products jsou uréeny pro profesionalni/nemocnicni prostredi véetné prepravy pacientli v nemocnici
a pro pouziti pouze kvalifikovanym zdravotnickym personalem.

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

Odkazy na veskeré pouzité spole¢né 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 vSechny

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

Shoda byla stanovena prosttfednictvim vySe uvedené metody stanoveni shody. Byla dodrZzena odpovidajici ustanoveni nafizeni, zasad moderni techniky a
harmonizovanych norem.

Toto prohlaseni je platné k datu podpisu.

Selmsdorf, 2023-05-25
Platné do: 2024-05-24

EU-DoC_Klasse_|_MDR_Gas_Sampling_Lines_Versastream_VM_Rev_2.xlIsx Czech



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

Fabrikantens navn:

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

Adressen:

SRN, jf. artikel 31 ((EU) 2017/745):

UDI-DI grundlzggende 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 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 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 0110 8 42516796-010-WT LLM-L-ORI-200 |
| |
| |

Tyskland

DE-MF-000004934

Udstyrets risikoklasse i overensstemmelse med reglerne i bilag VIII: |

Tilteenkt formal: Bluepoint medical engangsgaspreveudtagningsprodukter er beregnet til levering af patientens andedraetsgas til kompatible
sidestremsgasmoduler til kontinuerlig overvagning af udandede og indandede andedraetsgasser og respirationsfrekvens. Gaspraveudtagningsprodukterne er ikke-
aktive og forbinder patientens andedraetskredslgb til det kompatible sidestremsmodul, som er implementeret i et kompatibelt overvagningssystem for at tillade
gasprgveudtagning og/eller ilttilfarsel. Bluepoint medical Sampling-produkter omfatter naese- og orale/naesekanyler til ikke-intuberede patienter og
luftvejsadaptersaet til intuberede patienter. Afhaengigt af patientgraensefladen er produktet velegnet til brug pa voksne, pzediatriske og spaedbgrn-patienter.
Bluepoint medical Sampling Products er beregnet til professionelle/hospitalplejemiljger, inklusive patienttransport pa hospitalet og kun til brug af kvalificeret
medicinsk personale.

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 kreeves, 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 I, 11, 1lI, VI, VIII.

| givet fald yderligere oplysninger: -

Vi, Bluepoint MEDICAL GmbH & Co. KG, er eneansvarlige for at udstede denne EU-overensstemmelseserkleering 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 hjeelp af ovennaevnte overensstemmelsesvurderingsprocedure. De tilsvarende bestemmelser fra bekendtgarelsen, savel
som den nyeste teknik og de harmoniserede standarder er overholdt.

Denne erklaering er gyldig fra datoen for underskrivelsen.

Selmsdorf, 2023-05-25
Gyldig til: 2024-05-24
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AHAQIH YMMOP®QIHS EE KR
NMAPAPTHMA IV, KANONIZMOZ (EE) 2017/745
TOY EYPQMNAIKOY KOINOBOYAIOY KAI TOY £YMBOYAIOY

Ovoparemivupo: Bluepoint MEDICAL GmbH & Co. KG

AigoBuvon: ﬁ:piz:l;lgave 15, 23923 Selmsdorf

O mpoBAemopevog oTo apbpo 31

((EE) 2017/745) SRN tou DE-MF-000004934

KATAOKEUQOTN:

UDI-DI Baoiké UDI-DI ‘Ovopa mpoidévTog

| 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 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 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 |
I |
I |

Katnyopia KivdUvou Tou TexVoAoyIKoU TTPOoIGVTOG GUHPWVA PE TOUG KAVOVEG TTOU
avagépovtal oto apdptnua VI

MpoBAeroépevog akotrdg: Ta mpoidvTa delypatoAnyiag agpiou piag xpriong Bluepoint medical rpoopidovTal yia Tnv TTapadoon TwV avaTVEUSTIKWY aEPIWV TwV
a0BevWv o€ CUPPBATEG HOVADEG OEPiOU TTAEUPIKIAG PONAG VIO GUVEXT TTAPAKOAOUBNON TWV EKTIVEOUEVWV KOl EICTIVEOUEVWY AVATIVEUGTIKWY QEPIWV Kal TOU
avatveuaTikoU pubpou. Ta Mpoidvta AglyparoAnyiog Agpiou Sev gival evepyd Kal OUVOEOUV TO KUKAWHO avaTIvVonG acBevwyv Pe Tn oupBarr) ovada TTAEUpPIKAG
pong, n oTToia epappoeTal o€ £va cupPaTtd oUoTNUA TTApakoAouBnaong yia va emTpETEl T delypaToAnwia agpiou fi/kal Tnv Tapoxri ofuyovou. Ta mpoidvTa
SelypartoAnyiag Bluepoint medical epiAapBavouyv pivikoUg Kal GTOPATIKOUG/PIVIKOUG CWANVIOKOUG yIa Un SIaowAnvwpéVoUg aaBeVEiG Kal OET TIPOCAPHOYEWY
agpaywywv yia dlacwAnvwpévoug aoBeveig Avaloya pe Tn diETragr) acBevolg, To TTPoidv eival KAaTGAANAO yia xprion o€ TTANBUCHOUG evnAiKwy, TTAISIATPIKWY Kal
Bpepwv acBevwv. Ta poidvTa derypatoAnyiag Bluepoint medical rpoopidovTar yia TrepiBdAAovTa eTTayyEAUATIKIG/VOOOKOUEIOKAG TTEPIBaAynNg,
OUPTTEPIAAPBAVOPEVNG TNG EVOOVOTOKOMEIOKNG HETAPOPAG ATBEVWY Kal YIa XPrion HOVO aTTd €EEIBIKEUPEVO IATPIKO TTPOCWTTIKO.

Me 10 TTap6V dNAWVOUE OTI Ta TTPOIGVTA CUUHOPPWVOVTAI UE ToV Kavoviouod (EE) 2017/745, kaBwg Kai e TIG EVOEXOUEVEG TTEPAITEPW OXETIKEG VOUIPEG
amaitioelg TG ‘Evwaong, oTig otroieg rpoBAéTeTal n ékdoon piag dAwong cuppodpewaong EE.

MoapatmopTrég o€ TuXOV «KoIvEG TTpodiaypagégy (KIM) Tou XxpnaoipoTroloUvTal Kail BAcel Twv

oTToiWV dNAWVETaI N CUPPOPPWON: --

Aladikaoia agloAéynang cuppdpewong oupewva pe 1o rapdptnua l, I, 11, VI, VIII.

Karé 1repimtwaon, CUPTTANPWHATIKEG TTANPOPOPIEG: —

Epeig, n Bluepoint MEDICAL GmbH & Co. KG, @époupe Tnv atmokAeIoTIKr) euBivn yia TRV €kdoan autig TG drAwaong ouppdpewong EE kai diac@ahifoupe T

6Aa Ta TTPOIGVTA TTOU TTEPIEXOVTAl O€ AUTAV T dAWGCN TTANPOUV TOV KAVOVIGHS TTOU avVapEépETal TIApATTavw, KaBwg Kal TIG EVOEXOUEVES TIEPAITEPW OXETIKEG
VOUIPES aTTaITAOEIG TNG ‘Evwong, oTIg otroieg TTpoBAéTeTal N ékdoon piag SAwong cuppdpewong EE.

H ouppdpewon diammoTwveTal péow TnG diadikaoiag agloAdynong CUPHOPPWONG TTOU avagépETal TTapatrdvw. Tnprbnkav ol avTioToixeg SIaTAgelg Tou
Kavoviopou, TnG TeAeuTaiag Aégng TnG TeXVOoAoyiag, KaBWG Kal TwV EVOPHOVIGUEVWY TTPOTUTTWV.

AuTr n dnAwon TiBeTal o€ 10X0 ATTO TNV NUEPOUNVIa TNG UTTOYPAPNG.

Selmsdorf, 2023-05-25
loxuel éwg: 2024-05-24
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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: |

Finalidad prevista: Los productos de muestreo de gas de un solo uso de Bluepoint medical estan destinados a la entrega del gas que respiran los pacientes a
modulos de gas de flujo lateral compatibles para el control continuo de los gases respiratorios espirados e inspirados y la frecuencia respiratoria. Los productos
de muestreo de gas no estan activos y conectan el circuito de respiracion del paciente al médulo de flujo lateral compatible, que se implementa en un sistema
de monitoreo compatible para permitir el muestreo de gas y/o el suministro de oxigeno. Los productos de muestreo de Bluepoint medical incluyen canulas
nasales y orales/nasales para pacientes no intubados y juegos de adaptadores de via aérea para pacientes intubados.Dependiendo de la interfaz del paciente,
el producto es adecuado para su uso en poblaciones de pacientes adultos, pediatricos e infantiles. Los productos de muestreo de Bluepoint medical estan
destinados a entornos de atencion hospitalaria/profesional, incluido el transporte de pacientes dentro del hospital, y para uso exclusivo de personal médico
calificado.

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, 11, 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 evaluacién 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, 2023-05-25
Valido hasta: 2024-05-24
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ELi VASTAVUSDEKLARATSIOON
IV LISA, EUROOPA PARLAMENDI
JA NOUKOGU MAARUS (EL) 2017/745

Tootja: 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 0118 4 | 42516796-010-WT NA-L-VIA-200 |
| 7090121009V 242516796 0119 1 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 1 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 1 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 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 1 42516796-010-WT LLM-L-ORI-200 |
| |
| |

Seadme riskiklass kooskélas VIl lisas satestatud reeglitega: |

Sihtotstarve: Bluepoint medical ihekordselt kasutatavad gaasiproovide vétmise tooted on ette nahtud patsientide hingamisgaaside edastamiseks thilduvatesse
kiilgvoolugaasimoodulitesse, et pidevalt jalgida aegunud ja sissehingatud hingamisgaase ning hingamissagedust. Gaasiproovi vétmise tooted ei ole aktiivsed ja
Uihendavad patsientide hingamisahela Ghilduva kiilgvoolumooduliga, mis on rakendatud thilduvas jélgimissiisteemis, et véimaldada gaasiproovide v&tmist ja/voi
hapniku kohaletoimetamist. Bluepoint medical proovivétutoodete hulka kuuluvad nasaalsed ja suu-/ninakantiilid intubeerimata patsientidele ning hingamisteede
adapterikomplektid intubeeritud patsientidele Soltuvalt patsiendi liidesest sobib toode kasutamiseks taiskasvanute, laste ja imikute patsientide populatsioonis.
Bluepoint medical proovivétutooted on ette nahtud professionaalseks/haiglahoolduskeskkonnaks, sealhulgas haiglasisest patsientide transportimiseks, ja
kasutamiseks ainult kvalifitseeritud meditsiinitootajatele.

Kaesolevaga kinnitame, et seadmed vastavad direktiivile (EL) 2017/745 ning voimalikele muudele asjakohastele liidu digusaktidele, millega on ette néhtud ELi
vastavusdeklaratsiooni véljastamine.

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

1, 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 kdik kaesolevas
deklaratsioonis hdlmatud seadmed vastavad Ulal nimetatud direktiivile, samuti vajaduse korral muudele (lal nimetatud asjakohastele liidu digusaktidel, millega on
ette nahtud ELi vastavusdeklaratsiooni valjastamine.

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

Kaesolev deklaratsioon on kehtiv allkirjastamise kuupaevast.

Selmsdorf, 2023-05-25
Kehtivusaeg: 2024-05-24
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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 I
| |

Laitteen riskiluokka liitteessa VIII esitettyjen saantdjen mukaisesti: |

Kayttotarkoitus: Bluepoint medical:n kertakayttdiset kaasunaytteenottotuotteet on tarkoitettu potilaiden hengityskaasun toimittamiseen yhteensopiviin
sivuvirtakaasumoduuleihin uloshengitys- ja sisddnhengityskaasujen seka hengitystiheyden jatkuvaa seurantaa varten. Kaasunaytteenottotuotteet ovat ei-
aktiivisia ja yhdistavat potilaan hengityspiirin yhteensopivaan sivuvirtamoduuliin, joka on toteutettu yhteensopivassa valvontajarjestelméassa kaasunaytteenoton
jaltai hapen toimituksen mahdollistamiseksi. Bluepoint medical Sammpling Products sisaltda nena- ja oraali-/nasaalikanyylit intuboimattomille potilaille ja
hengitystieadapterisarjat intuboiduille potilaille Potilasliittymésta riippuen tuote soveltuu kaytettéavaksi aikuis-, lapsi- ja pikkulapsille. Bluepoint medical
naytteenottotuotteet on tarkoitettu ammatti-/sairaalahoitoymparistdihin, mukaan lukien potilaskuljetukset sairaalassa, ja vain patevan laakintahenkiloston
kayttoon.

Taten vakuutamme, etta luetellut tuotteet vastaavat asetusta (EU) 2017/745 seka mahdollisesti muuta unionin asiaankuuluvaa lainsdadantoa, jossa edellytetdan
EU-vaatimustenmukaisuusvakuutuksen laatimista.

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

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

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

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

Tama vakuutus on voimassa allekirjoituksen paivayksesta alkaen.

Selmsdorf, 2023-05-25

Voimassa asti: 2024-05-24
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DECLARATION DE CONFORMITE UE
ANNEXE IV, REGLEMENT (UE) 2017/745
DU PARLEMENT EUROPEEN ET DU CONSEIL

Le nom: Bluepoint MEDICAL GmbH & Co. KG
L'adresse: An der Trave 15, 23923 Selmsdorf
Allemagne

Le numéro d'enregistrement unique
visé a l'article 31 ((UE) 2017/745)  DE-MF-000004934
du fabricant:

UDI-DI L'lUD-ID de base Nom du produit

| 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  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 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 |
| |
| |

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

Fin prévue: Les produits d'échantillonnage de gaz a usage unique Bluepoint medical sont destinés a administrer le gaz respiratoire du patient a des modules de
gaz latéraux compatibles pour une surveillance continue des gaz respiratoires expirés et inspirés et de la fréquence respiratoire. Les produits d'échantillonnage de
gaz sont inactifs et connectent le circuit respiratoire du patient au module de flux latéral compatible, qui est mis en ceuvre dans un systéme de surveillance
compatible pour permettre I'échantillonnage de gaz et/ou I'apport d'oxygéne. Les produits d'échantillonnage Bluepoint medical comprennent des canules nasales
et orales/nasales pour les patients non intubés et des ensembles d'adaptateurs pour voies respiratoires pour les patients intubés.En fonction de l'interface avec le
patient, le produit peut étre utilisé sur des populations de patients adultes, pédiatriques et infantiles. Les produits d'échantillonnage Bluepoint medical sont
destinés aux environnements de soins professionnels/hospitaliers, y compris le transport de patients a I'hopital, et a étre utilisés uniquement par du personnel
meédical qualifié.

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, IlI, 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 Iégales 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, 2023-05-25
Valable
jusqu’au: 2024-05-24
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DEARBHU COMHREIREACHTA AE IARSCRIBHINN IV, m
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 gné:

SRN da dtagraitear in Airteagal 31

((AE) 2017/745) agus: DE-MF-000004934

[REF] uDI-DI SF-SFU Buniisach Ainm an tairge

| 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 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 142516796-010-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 |
| |
| |

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

Intended purpose: Ta Tairgi Samplala Gais aonusaide Bluepoint medical ceaptha chun gas analaithe an othair a sheachadadh chuig moduil ghais taobh-srutha
combhoiriinacha chun monatdireacht leantinach a dhéanamh ar ghais riospraide éagtha agus spreagtha agus ar an rata riospraide. Ta na Tairgi Samplala Gais
neamhghniomhach agus nascann siad ciorcad analaithe an othair leis an modul taobh-srutha comhoiritinach, a chuirtear i bhfeidhm i gcéras monatéireachta
combhoiritinach chun samplail gais agus/né seachadadh ocsaigine a cheadu. Airitear ar Thairgi Samplala Bluepoint medical cannulas srénach agus béil/srénach
d’othair neamh-ionchorraithe agus tacair oiritintéiri aerbhealaigh d’othair ionsuite Ag brath ar chomhéadan an othair, ta an tairge oiriinach le hisaid ar dhaonrai
othar fasta, péidiatraiceach agus naionan. Ta Tairgi Samplala Bluepoint medical ceaptha do thimpeallachtai gairmitla/chiraim ospidéil lena n-airitear iompar othar
in ospidéal agus le husaid ag pearsanra leighis cailithe amhain.

Dearbhaimid leis seo go gcomhlionann na tairgi ata liostaithe Rialachan (AE) 2017/745 agus, nuair is infheidhme, 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: —
Nds imeachta um measunu i gcomhréir le hlarscribhinn I, 11, I, VI, VIII.

| gcés inarb infheidhme, faisnéis bhreise: —

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

Dearbhaiodh an chomhréireacht trid an nés imeachta um measunt 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, 2023-05-25
baili go dti: 2024-05-24
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EU IZJAVA O SUKLADNOSTI PRILOG IV.,
UREDBA (EU) 2017/745 EUROPSKOG PARLAMENTA | VIJECA

Ime: Bluepoint MEDICAL GmbH & Co. KG
Adresa: An der Trave 15, 23923 Selmsdorf
Njemacka

SRN proizvodaca iz ¢lanka 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

Klasa rizika proizvoda u skladu s pravilima utvrdenima u Prilogu 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

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

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

Namijena: Bluepoint medical proizvodi za uzorkovanje plina za jednokratnu upotrebu namijenjeni su za isporuku plina koji di$e pacijent u kompatibilne bocne
plinske module za kontinuirano praéenje izdahnutih i udahnutih respiratornih plinova i brzine disanja. Proizvodi za uzorkovanje plina nisu aktivni i povezuju disajni
krug pacijenta s kompatibilnim bo¢nim modulom, koji je implementiran u kompatibilnom sustavu nadzora kako bi se omogucilo uzorkovanje plina i/ili isporuka
kisika. Bluepoint medical proizvodi za uzorkovanje ukljuuju nosne i oralne/nazalne kanile za neintubirane pacijente i komplete adaptera za diSne putove za
intubirane pacijente. Ovisno o sucelju s pacijentom, proizvod je prikladan za upotrebu kod odraslih, pedijatrijskih i dojen¢adi. Bluepoint medical proizvodi za
uzimanje uzoraka namijenjeni su za profesionalna/bolnicka okruzenja, ukljucujuéi prijevoz pacijenata unutar bolnice i za kori$tenje samo od strane kvalificiranog
medicinskog osoblja.

Ovim izjavljujemo da proizvodi navedeni odgovaraju Uredbi (EU) 2017/745, a prema potrebi i drugim odgovarajuéim zakonodavnim odredbama Unije prema
kojima se predvida izdavanje EU izjave o sukladnosti.

Upucivanja na sve zajednic¢ke specifikacije koje su upotrijebliene i u vezi s kojima je izdana

izjava o sukladnosti:

Postupak za ocjenjivanje sukladnosti prema Prilogu I, 11, 1lI, 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 obuhva¢eni ovom
deklaracijom odgovaraju gore navedenoj Uredbi, a prema potrebi i drugim odgovarajuéim zakonodavnim odredbama Unije prema kojima se predvida izdavanje
EU izjave o sukladnosti.

Sukladnost je utvrdena provodenjem gore navedenoga postupka za ocjenjivanje sukladnosti. PoStovane su odgovarajuce odredbe uredbe, stanje tehnike, kao i
uskladene norme.

Ova izjava vrijedi od datuma potpisivanja.

Selmsdorf,
Vrijedi do:

2023-05-25
2024-05-24
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EU-MEGFELELOSEGI NYILATKOZAT
IV. MELLEKLET, Az Eurépai Parlament és
a Tanacs (EU) 2017/745 Rendelete

A gyartonak a neve: Bluepoint MEDICAL GmbH & Co. KG
Cég cime: An der Trave 15, 23923 Selmsdorf
Németorszag

A 31. ((EU) 2017/745) cikkben
emlitett egyedi regisztracidos szama: DE-MF-000004934

UDI-DI alapvetd UDI-DI Terméknév

| 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 ' 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

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

Rendeltetésszerii hasznalat: A Bluepoint medical egyszer hasznalatos gazmintavételi termékei a betegek |égzégazanak kompatibilis oldalaramu
gazmodulokhoz val¢ eljuttatasara szolgalnak a kilélegzett és belélegzett Iéguti gazok, valamint a Iégzési frekvencia folyamatos monitorozasara. A gazmintavételi
termékek nem aktivak, és a betegek 1égz6korét a kompatibilis mellékaram-modulhoz kétik, amely egy kompatibilis megfigyelérendszerben van megvaldsitva,
lehet6vé téve a gazmintavételt és/vagy az oxigénszallitast. A Bluepoint medical mintavételi termékei kdzott szerepelnek orr- és oralis/orr-kaniilok nem intubalt
betegek szamara, valamint léguti adapter készletek intubalt betegek szamara A termék a paciens interfészétél fliggéen felnétt-, gyermek- és csecsemdbeteg-
populacion valé hasznalatra alkalmas. A Bluepoint medical mintavételi termékeket professzionalis/kérhazi apolasi kornyezetekben, beleértve a betegek
koérhazon bellili szallitasat, és csak szakképzett egészségligyi személyzet hasznalhatja.

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 el&irasra, amely alapjan a termék
megfeleléségét megallapitottak. -
Megfeleléségértékelési eljaras a I, Il., I1l., VI, VIII. melléklet szerint.

Adott esetben kiegészitd informaciok: —

Mi, a Bluepoint MEDICAL GmbH & Co. KG, viseljiik az egyediili felelésséget 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 unids jogszabalyoknak,
amelyek EU-megfelel&ségi nyilatkozat kiallitasat irjak eld.

A megfeleléséget a fent emlitett megfelel6ségértékelési 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, 2023-05-25
Ervényes
amig: 2024-05-24
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DICHIARAZIONE DI CONFORMITA UE
Allegato IV, REGOLAMENTO (UE) 2017/745
DEL PARLAMENTO EUROPEO E DEL CONSIGLIO

Nome della dita: Bluepoint MEDICAL GmbH & Co. KG
Indirizzo della sede legale: An der Trave 15, 23923 Selmsdorf
Germany
Numero di registrazione unico di cui
all'articolo 31 ((UE) 2017/745) del  DE-MF-000004934
fabbricante:

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 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 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 |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 |
I I
I I

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

Uso previsto: | prodotti Bluepoint medical monouso per il campionamento dei gas sono destinati all'erogazione del gas respiratorio del paziente a moduli di gas
sidestream compatibili per il monitoraggio continuo dei gas respiratori espirati e inspirati e della frequenza respiratoria. | prodotti per il campionamento dei gas non
sono attivi e collegano il circuito respiratorio del paziente al modulo sidestream compatibile, implementato in un sistema di monitoraggio compatibile per
consentire il campionamento dei gas e/o I'erogazione di ossigeno. | prodotti di campionamento Bluepoint medical includono cannule nasali e orali/nasali per
pazienti non intubati e set di adattatori per le vie aeree per pazienti intubati.A seconda dell'interfaccia paziente, il prodotto & adatto per I'uso su popolazioni di
pazienti adulti, pediatrici e neonati. | prodotti Bluepoint medical Sampling sono destinati ad ambienti professionali/ospedalieri, incluso il trasporto di pazienti
all'interno dell'ospedale e all'uso esclusivo da parte di personale medico qualificato.

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, IIl, VI, VIII.

Se pertinente, informazioni supplementari: -

Noi, Bluepoint MEDICAL GmbH & Co. KG, ci assumiamo I'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 del’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, 2023-05-25
Scade: 2024-05-24
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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 142516796-010-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 142516796-010-WT ONA-L-VIA-200 |
| 7090121019V 242516796 0129 0 1 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 142516796-010-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 142516796-010-WT LLM-S-VIA-200 |
| 7090121130V 242516796 0137 5  42516796-010-WT LLM-L-VIA-200 |
| 7090121131V | 242516796 0299 0 142516796-010-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 |
| |
| |

Priemonés rizikos klasé pagal VIII priede nustatytas taisykles:

Numatytoji paskirtis: Bluepoint medical vienkartiniai dujy méginiy émimo produktai yra skirti pacienty kvépuojancioms dujoms tiekti j suderinamus $alutinio
srauto dujy modulius, kad baty galima nuolat stebéti pasibaigusio galiojimo ir jkvépty kvépavimo dujy bei kvépavimo daznj. Dujy méginiy émimo produktai yra
neaktyvas ir jungia paciento kvépavimo granding prie suderinamo Soninio srauto modulio, kuris yra jdiegtas suderinamoje stebéjimo sistemoje, kad baty galima
imti dujy méginius ir (arba) tiekti deguonj. Bluepoint medical méginiy émimo produktai apima nosies ir burnos / nosies kaniules neintubuotiems pacientams ir
kvépavimo taky adapteriy rinkinius intubuotiems pacientams. Priklausomai nuo paciento sgsajos, produktas yra tinkamas naudoti suaugusiems, vaikams ir
kadikiams. Bluepoint medical méginiy émimo produktai yra skirti profesionalioms / ligoninés priezitros aplinkoms, jskaitant pacienty transportavimg ligoninéje, ir
naudoti tik kvalifikuotam medicinos personalui.

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, 2023-05-25
Galioja iki: 2024-05-24
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Razotaja:

Juridiska adrese:

VRN ka tas minéts 31. ((ES)

2017/745) panta:

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

Lerices riska klase saskana ar VIII pielikuma izklastitajiem noteikumiem:

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

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
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

Izstradajumu nosaukums
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

Paredzétais mérkis: Bluepoint medical vienreizéjas lietoSanas gazes paraugu nemsSanas produkti ir paredzéti pacientu elpoSanas gazes piegadei saderigos
sanu plismas gazes modulos, lai nepartraukti uzraudzitu izbeigusas un ieelpotas elpcelu gazes un elpo$anas atrumu. Gazes paraugu nemsanas produkti ir
neaktivi un savieno pacientu elpoSanas kédi ar saderigu sanu plismas moduli, kas ir ieviests saderiga uzraudzibas sistéma, lai nodroSinatu gazes paraugu
nemsanu un/vai skabekla piegadi. Bluepoint medical paraugu nemsanas produkti ietver deguna un mutes/deguna kanulas neintub&tiem pacientiem un elpcelu
adapteru komplektus intub&tiem pacientiem Atkariba no pacienta saskarnes produkts ir piemérots lietoSanai pieauguso, bérnu un zidainu pacientu grupas.
Bluepoint medical paraugu nems$anas produkti ir paredzéti profesionalai/slimnicas apripes videi, tostarp pacientu transporté$anai slimnica, un lietoSanai tikai
kvalificétam medicinas personalam.

Més pazinojam, ka uzskaititie izstradajumi atbilst ES regulai 2017/745 un nepiecieS8amibas 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 proceddra saskana ar |, Il, 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$ minéto atbilstibas novértéSanas procediru. Attiecigie regulas, tehniska Iimena noteikumi un saskanotie standarti ir

ievéroti.

S deklaracija stajas spéka no tas paraksti$anas datuma.

Selmsdorf,
Derigs Iidz:

2023-05-25
2024-05-24
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DIKJARAZZJONI TA' KONFORMITA
TAL-UE ANNESS IV, REGOLAMENT (UE) 2017/745
TAL-PARLAMENT EWROPEW U TAL-KUNSILL

Lisem: Bluepoint MEDICAL GmbH & Co. KG
L-indirizz tal-post: An der Trave 15, 23923 Selmsdorf
Il-Germanja

In-numru ta' registrazzjoni uniku
(SRN) kif imsemmi fl-Artikolu 31 DE-MF-000004934
((UE) 2017/745) tal-manifattur:

UDI-DI L-UDI-DI Baziku Isem tal-Prodott

| 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 1 42516796-010-WT LLM-S-ORI-200 |
| 7090121143V | 242516796 01108 42516796-010-WT LLM-L-ORI-200 |
| |
I I

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

Intended purpose: II-Prodotti tal-Kampjunar tal-Gass li jintuzaw darba Bluepoint medical huma mahsuba ghall-kunsinna tal-pazjenti li jiehdu n-nifs tal-gass ghal
moduli tal-gass sidestream kompatibbli ghal monitoragg kontinwu ta' gassijiet respiratorji skaduti u ispirati u r-rata respiratorja. ll-Prodotti tal-Kampjunar tal-Gass
mhumiex attivi u jghaqqdu ¢-¢irkwit tan-nifs tal-pazjenti mal-modulu sidestream kompatibbli, li huwa implimentat f'sistema ta 'monitoragg kompatibbli biex
tippermetti I-kampjunar tal-gass u/jew il-kunsinna tal-ossignu. Il-Prodotti tal-Kampjuni tal- Bluepoint medical jinkludu kannuli nazali u orali/nazali ghal pazjenti
mhux intubati u settijiet tal-adapter tal-passaggi tan-nifs ghal pazjenti intubati.Jiddependi mill-interface tal-pazjent, il-prodott huwa adattat ghall-uzu fuq
popolazzjonijiet ta 'pazjenti adulti, pedjatri¢i u trabi. ll-Prodotti ta' Tehid ta' Kampjuni Bluepoint medical huma mahsuba ghal ambjenti ta' kura
professjonali/sptarijiet inkluz it-trasport ta' pazjenti fl-isptar u ghall-uzu minn persunal mediku kwalifikat biss.

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 “specifikazzjonijiet 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: —

Ahna, 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, 2023-05-25
Data ta
‘Skadenza: 2024-05-24
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EU-CONFORMITEITSVERKLARING
BIJLAGE IV, VERORDENING (EU) 2017/745
VAN HET EUROPEES PARLEMENT EN DE RAAD

N : .
aam Bluepoint MEDICAL GmbH & Co. KG
Het adres: An der Trave 15, 23923 Selmsdorf
Germany
Het in artikel 31 (EU) 2017/745)
bedoelde SRN van de fabrikant: DE-MF-000004934

UDI-DI Basic-UDI-DI Productnaam

| 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 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
|

|

Risicoklasse van het hulpmiddel overeenkomstig de regels van bijlage VIII: |

Beoogd doel: Bluepoint medical engangsgaspreveudtagningsprodukter er beregnet til levering af patientens andedraetsgas til kompatible sidestremsgasmoduler
til kontinuerlig overvagning af udandede og indandede andedraetsgasser og respirationsfrekvens. Gasprgveudtagningsprodukterne er ikke-aktive og forbinder
patientens andedraetskredslgb til det kompatible sidestramsmodul, som er implementeret i et kompatibelt overvagningssystem for at tillade gaspreveudtagning
ogl/eller ilttilfarsel. Bluepoint medical Sampling-produkter omfatter naese- og orale/naesekanyler til ikke-intuberede patienter og luftvejsadaptersaet til intuberede
patienter. Afhaengigt af patientgraensefladen er produktet velegnet til brug pa voksne, pzediatriske og spaedbgrn-patienter. Bluepoint medical Sampling Products er
beregnet til professionelle/hospitalplejemiljger, inklusive patienttransport pa hospitalet og kun til brug af kvalificeret medicinsk personale.

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
waarvan de conformiteitsverklaring is opgesteld: -
Conformiteitsbeoordelingsprocedure volgens bijlage 1, I, I, VI, VIII.

Indien van toepassing, aanvullende informatie: -

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, 2023-05-25
Geldig tot: 2024-05-24
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Imig:

Adresem:

DEKLARACJA ZGODNOSCI UE ZALACZNIK IV,
ROZPORZADZENIE PARLAMENTU EUROPEJSKIEGO

I RADY (UE) 2017/745

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

Germany

Ich niepowtarzalny numer

rejestracyjny, o ktérym mowa w art. DE-MF-000004934

31 ((UE) 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

UDI-DI Kod Basic UDI-DI

242516796 01122 ' 42516796-010-WT
242516796 0113 9 |42516796-010-WT
242516796 0118 4 1 42516796-010-WT
242516796 0119 1 |42516796-010-WT
242516796 0124 5 ' 42516796-010-WT
242516796 01252 |42516796-010-WT
242516796 0128 3 1 42516796-010-WT
242516796 0129 0 |42516796-010-WT
242516796 0138 2 1 42516796-010-WT
242516796 0139 9 |42516796-010-WT
242516796 0293 8 ' 42516796-010-WT
242516796 0294 5 |42516796-010-WT
242516796 0083 5 42516796-010-WT
242516796 0084 2 |42516796-010-WT
242516796 0089 7 1 42516796-010-WT
242516796 0090 3 |42516796-010-WT
242516796 00958 42516796-010-WT
242516796 0096 5 |42516796-010-WT
242516796 0099 6 ' 42516796-010-WT
242516796 0100 9 |42516796-010-WT
242516796 0136 8 1 42516796-010-WT
242516796 0137 5 |42516796-010-WT
242516796 0299 0 ' 42516796-010-WT
242516796 0109 2 |42516796-010-WT
242516796 0110 8 ' 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

Klasa ryzyka wyrobu zgodnie z regutami okreslonymi w zatgczniku VIII:

Przeznaczenie: Jednorazowe produkty Bluepoint medical do pobierania prébek gazéw sg przeznaczone do dostarczania gazéw oddechowych pacjentéw do
kompatybilnych modutéw gazéw strumienia bocznego w celu ciggtego monitorowania wydychanych i wdychanych gazéw oddechowych oraz czestosci
oddechéw. Produkty do pobierania prébek gazu sg nieaktywne i taczg obwdd oddechowy pacjenta ze zgodnym modutem strumienia bocznego, ktéry jest
zaimplementowany w zgodnym systemie monitorowania w celu umozliwienia pobierania prébek gazu i/lub dostarczania tlenu. Produkty Bluepoint medical do
pobierania prébek obejmuja kaniule nosowe i ustno-nosowe dla pacjentéw niezaintubowanych oraz zestawy adapteréw drég oddechowych dla pacjentéw
zaintubowanych.W zaleznosci od interfejsu pacjenta produkt jest odpowiedni do stosowania u pacjentéw dorostych, dzieci i niemowlat. Produkty Bluepoint
medical do pobierania prébek sg przeznaczone do $rodowisk opieki profesjonalnej/szpitalnej, w tym transportu pacjentéw wewnatrzszpitalnych, i do uzytku
wylacznie przez wykwalifikowany personel medyczny.

Niniejszym o$wiadczamy, ze wymienione wyroby spetniajg wymogi rozporzgdzenia (UE) 2017/745 oraz ewentualnych innych obowigzujgcych przepiséw prawa
unijnego, w ktérych przewidziany jest obowigzek wystawienia deklaracji zgodnosci UE.

Wskazanie wszelkich zastosowanych wspélnych specyfikaciji, z ktérymi deklaruje sig

zgodnosé:

Procedura oceny zgodnosci zgodna z Zatgcznikiem |, 11, 1II, VI, VIII.
W stosownych przypadkach, dodatkowe informacje:

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

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

Niniejsza deklaracja obowigzuje od dnia jej podpisania.

Selmsdorf,

Data waznosci:
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DECLARACAO UE DE CONFORMIDADE
ANEXO IV, REGULAMENTO (UE) 2017/745
DO PARLAMENTO EUROPEU E DO CONSELHO

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

O nuimero Unico de registo a que se
refere o artigo 31.0 ((UE) 2017/745), pE_MF-000004934
do fabricante:

uDI-DI UDI-DI basico Produkt name

| 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 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 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 |
| |
| |

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

Finalidade prevista: Os Produtos de Amostragem de Gas descartaveis da Bluepoint medical destinam-se ao fornecimento de gés respiratorio do paciente para
modulos de gas de fluxo lateral compativeis para monitoramento continuo dos gases respiratérios expirados e inspirados e da frequéncia respiratéria. Os
produtos de amostragem de gas sdo inativos e conectam o circuito respiratério do paciente ao médulo de fluxo lateral compativel, que é implementado em um
sistema de monitoramento compativel para permitir amostragem de gas e/ou fornecimento de oxigénio. Os produtos de amostragem Bluepoint medical incluem
canulas nasais e orais/nasais para pacientes ndo intubados e conjuntos de adaptadores de vias aéreas para pacientes intubados. Dependendo da interface do
paciente, o produto é adequado para uso em populagdes de pacientes adultos, pediatricos e infantis. Os Produtos de Amostragem Bluepoint medical destinam-se
a ambientes de cuidados profissionais/hospitalares, incluindo o transporte de pacientes em hospitais e para utilizagéo apenas por pessoal médico qualificado.

Declaramos, pela presente, que os produtos listados correspondem ao regulamento (UE) 2017/745 e eventualmente a outras prescri¢des legais aplicaveis da
Unido que preveem a emiss&o 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 |, II, lIl, VI, VIII.

Se for caso disso, informagdes suplementares: -

Nos, a Bluepoint MEDICAL GmbH & Co. KG, assumimos a responsabilidade exclusiva pela emissao desta declaragdo UE de conformidade e garantimos que

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

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

Esta declaragéo é valida a partir da data da assinatura.

Selmsdorf, 2023-05-25
Valido até: 2024-05-24
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DECLARATIA DE CONFORMITATE UE ANEXA IV, EN
REGULAMENTUL (UE) 2017/745 AL
PARLAMENTULUI EUROPEAN Sl AL CONSILIULUI

Numele: Bluepoint MEDICAL GmbH & Co. KG
Adresa: An der Trave 15, 23923 Selmsdorf
Germania

SRN mentionat la articolul 31 ((UE)
2017/745) ale producatorului: DE-MF-000004934

UDI-DI UDI-DI-ul de baza Produkt name
| 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 |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 |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 |
I I
I I

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

Scopul preconizat: Produsele de prelevare a gazelor de unica folosinta Bluepoint medical sunt destinate livrarii pacientilor care respira gaz catre modulele de gaz
laterale compatibile pentru monitorizarea continué a gazelor respiratorii expirate si inspirate si a frecventei respiratorii. Produsele de prelevare a probelor de gaze
sunt inactive si conecteaza circuitul de respiratie al pacientului la modulul sidestream compatibil, care este implementat intr-un sistem de monitorizare compatibil
pentru a permite prelevarea de probe de gaz si/sau livrarea de oxigen. Produsele Bluepoint medical de prelevare de probe includ canule nazale si orale/nazale
pentru pacientii neintubati si seturi de adaptoare pentru caile respiratorii pentru pacientii intubati.in functie de interfata pacientului, produsul este potrivit pentru
utilizare la populatiile de pacienti adulti, copii si sugari. Produsele Bluepoint medical de prelevare a probelor sunt destinate mediilor de ingrijire profesionald/spital,
inclusiv transportul pacientului in spital si pentru utilizare numai de catre personal medical calificat.

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 declaratii de conformitate UE.

Trimiterile la orice ,specificatii comune” (CS) utilizat si in legatura cu care este declarata
conformitatea: -
Proceduri de evaluare a conformitatii, in conformitate cu anexa |, I, lll, 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 garantdm 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 prevazutd emiterea unei declaratii de conformitate UE.

Conformitatea a fost stabilita 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, 2023-05-25
Valabil pana
n: 2024-05-24
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Meno:

Adresa:

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

[REF] 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

Rizikova trieda pomécky 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

ZamysFany ucel: Bluepoint medical produkty na odber vzoriek plynov na jedno pouzitie su uréené na dodavanie dychacieho plynu pacientov do kompatibilnych
bocénych plynovych modulov na nepretrzité monitorovanie vydychovanych a vdychovanych dychacich plynov a frekvencie dychania. Produkty na odber vzoriek
plynu su neaktivne a pripajaju dychaci okruh pacienta ku kompatibilnému modulu boé€ného prudu, ktory je implementovany v kompatibilnom monitorovacom
systéme, ktory umozriuje odber vzoriek plynu a/alebo dodavku kyslika. Produkty Bluepoint medical na odber vzoriek zahffiaju nosové a oralne/nazalne kanyly pre
neintubovanych pacientov a stpravy adaptérov dychacich ciest pre intubovanych pacientov.V zavislosti od rozhrania pacienta je produkt vhodny na pouzitie u
dospelych, pediatrickych a dojéiat. Produkty Bluepoint medical na odber vzoriek st uréené do prostredia profesionalnej/nemocni¢nej starostlivosti vratane prevozu

pacienta v nemocnici a na pouZitie iba kvalifikovanym zdravotnickym personalom.

Tymto vyhlasujeme, Ze vyrobky uvedené zodpovedaijt nariadeniu (EU) 2017/745, ako aj pripadne dalim prislu$nym pravnym predpisom Unie, v ktorych je
uréené vystavenie EU vyhlasenia o zhode.

Odkazy na vSetky pouzité ,spolocné Specifikacie” (CS), v suvislosti s ktorymi sa vyhlasuje

zhoda:

Postup posudzovania zhody podfa prilohy I, II, lll, VI, VIII.

V relevantnych pripadoch doplriujuce informacie:

My, spolo&nost Bluepoint MEDICAL GmbH & Co. KG, nesieme vylu&nu zodpovednost za vystavenie tohto EU vyhlasenia o zhode a zaruéujeme, Ze vietky
vyrobky, ktoré su zahrnuté v tomto vyhlaseni, zodpovedaju vyssSie 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 vyssSie uvedeného postupu posudzovania zhody. PrisluSné ustanovenia z nariadenia tykajlce sa stavu techniky, ako aj
harmonizovanych noriem boli dodrzané.

Toto vyhlasenie nadobuda platnost s datumom podpisu.

Selmsdorf, 2023-05-25
Platné do: 2024-05-24
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IZJAVA EU O SKLADNOSTI PRILOGA IV,
UREDBA (EU) 2017/745 EVROPSKEGA
PARLAMENTA IN SVETA

Enotna registrska stevilka
proizvajalca iz €lena 31 ((EU)

Ime: Bluepoint MEDICAL GmbH & Co. KG
Ter naslov: An der Trave 15, 23923 Selmsdorf
Nemcija

DE-MF-000004934

2017/745):

UDI-DI Osnovni 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 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 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 0110 8 42516796-010-WT LLM-L-ORI-200
|

|

Razred tveganja pripomocka v skladu s pravili iz Priloge VIII. |

Predvideni namen: Izdelki za vzor€enje plina Bluepoint medical za enkratno uporabo so namenjeni za dostavo plina, ki diha bolnikom, v zdruzljive plinske module
stranskega toka za stalno spremljanje izdihanih in vdihnjenih dihalnih plinov ter stopnje dihanja. Izdelki za vzor¢enje plina so neaktivni in povezujejo dihalni krog
bolnika z zdruzljivim modulom stranskega toka, ki je implementiran v zdruzljivem sistemu za spremljanje, da omogoci vzoréenje plina in/ali dovajanje kisika. Izdelki
Bluepoint medical za vzor&enje vklju€ujejo nosne in oralne/nosne kanile za neintubirane bolnike in komplete adapterjev za dihalne poti za intubirane
bolnike.Odvisno od vmesnika za bolnika je izdelek primeren za uporabo pri populaciji odraslih, pediatri¢nih in dojenckov. Izdelki Bluepoint medical za vzoréenje so
namenijeni za poklicna/bolnisni¢na okolja, vkljuéno s prevozom pacientov v bolni$nici, in za uporabo samo s strani usposobljenega zdravstvenega osebja.

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

Sklicevanja na uporabljene skupne specifikacije, v skladu s katerimi je izdana izjava o
skladnosti: -
Postopek ugotavljanja skladnosti v skladu s prilogo |, II, llI, VI, VIII.

Po potrebi dodatne informacije: —

Mi, podjetje Bluepoint MEDICAL GmbH & Co. KG, smo izkljuéno 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, najnove;jsi tehnoloski razvoj in obstojei
harmonizirani standardi so bili upostevani.

Ta izjava je veljavna z datumom podpisa.

Selmsdorf, 2023-05-25
Veljavno do: 2024-05-24
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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 grundliiggande 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 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 1 42516796-010-WT ONP-L-VIA-200 |
| 7090121033V 242516796 0138 2 | 42516796-010-WT NA-L-LLM-200 |
| 7090121034V 242516796 0139 9 | 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 | 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 |

Produktens riskklass i enlighet med bestammelserna i bilaga VIII: |

Avsett syfte: Bluepoint medical gasprovtagningsprodukter for engangsbruk ar avsedda for leverans av patientens andningsgas till kompatibla
sidostrémsgasmoduler fér kontinuerlig dvervakning av utandade och inandade andningsgaser och andningsfrekvens. Gasprovtagningsprodukterna ar icke-aktiva
och ansluter patientens andningskrets till den kompatibla sidostrdomsmodulen, som &r implementerad i ett kompatibelt 6vervakningssystem for att mojliggora
gasprovtagning och/eller syretillférsel. Bluepoint medical Sampling Products inkluderar nasala och orala/nasala kanyler for icke-intuberade patienter och
luftvégsadapterset for intuberade patienter. Beroende pa patientgranssnittet ar produkten lamplig for anvandning pa vuxna, pediatriska och spadbarnspatienter.
Bluepoint medical Sampling Products ar avsedda for professionella/sjukhusvardsmiljder inklusive patienttransport pa sjukhus och endast fér anvandning av
kvalificerad medicinsk personal.

Harmed forsakrar vi att de produkter som finns angivna uppfyller kraven enligt EU-forordning 2017/745 samt eventuella 6vriga tillampliga lagar som foreskrivs av
unionen, dar en EU-férsékran om 6verensstammelse behdver utfardas.

Hanvisningar till gemensamma specifikationer som foljts och i enlighet med vilka
Overensstammelsen forsakras: --
Forfarande vid bedémning av dverensstammelse enligt bilaga |, 11, 111, VI, VIII.

| forekommande fall ytterligare information: -

Vi, Bluepoint MEDICAL GmbH & Co. KG, ansvarar ensamma for utfardandet av denna EU-férsékran om 6verensstdmmelse och forsakrar att alla produkter som

omfattas av den har forsakran uppfyller kraven enligt den ovanstaende férordningen samt eventuella évriga tillampliga lagar som foreskrivs av unionen, dar en EU-
férsakran om 6verensstammelse behdver utfardas.

Overensstammelsen har faststéllts utifran det ovanstaende férfarandet vid bedémning av éverensstammelse. Vi har fdljt de tillimpliga bestammelserna enligt
férordningen, de senaste tekniska rénen och de harmoniserade standarderna.

Den har férsakran géller fran och med datum fér underskriften.

Selmsdorf, 2023-05-25
Giltighets-
period: 2024-05-24
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