PHILIPS

c € DECLARATION OF RESPIRONICS
0123 CONFORMITY Respironics Respiratory

Drug Delivery (UK) Ltd

Chichester Business Park

City Fields Way, Tangmere

Chichester, PO20 2FT, UK.
Declares under our sole responsibility that the product:

Product Name: OPTICHAMBER DIAMOND VALVED HOLDING CHAMBER

Product Part Number: Refer to the atlached list.

Stant of CE marking: July 2013

Device Classification: | Rule: 5

Global Medical Device Nomenclature Code {(GMDNY): 38018 Medicine chamber spacer, reusable
Product Options/Accessories: Refer to attached list.

Valid until. & April 2022

To which this Declaration relates is in conformity with the provisions of:

e Council Directive: 93/42/EEC Medical Devices Directive, as amended up to and inclusive of
Council Directive 2007/47/EC.

The devicefs listed above have been verified as conforming via the procedure relating to the EC Declaration as set out in Annex VIl of the
Council Directive

Notified Body: TUV SUD Product Service GmbH
Zertifiziersialie
Ridfersirasse 65 - 80339, Minchen
Germany

Identification Number: 0123

Authorized EU Representative: NfA — Manufacture is UK based.

Supplementary Information:

The products listed above have been tested in a typical configuration as described in the manufacturer's accompanying documentation,
and are fully compliant with the harmonized standards listed below. Additionally the products listed above have been designed,
manufactured, tested, and found to be compatible with the devices and accessories described by the manufacturer in the devices
accompanying documentation:

Harmonized Standard: Title:

EN I1SO 13485:2016 Medical Devices. Quality Management Systems. Requirements for regulatory
purposes

EN ISO 14971:2012 Medical devices. Application of risk management to medical devices

EN ISO 10893-1:2009/AC:2010 Biological evaluation of medical devices. Part 1: Evaluation and testing within a risk
management process

EN ISO 10993-3:2014 Biological evaluation of medical devices - Part 3: Tests for genotoxicity,
carcinogenicity and reproductive toxicity

EN I1SO 10993-5:2009 Biological evafuation of medical devices - Part 5: Tests for in vitro cytotoxicity

EN ISO 10993-11:2009 Biological evaluation of medical devices - Part 11: Tests for systemic toxicity

EN 1041:2008 Information supplied by the manufacturer of medical devices

EN IS0 15223-1:2016 (Corr 2017) Medical devices - Symbols 1o be used with medical device labels, labelling and
information o be supplied - Part 1: General requirements
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Respironics Respiratory
Drug Delivery (UK) Ltd
Chichester Business Park
City Fields Way, Tangmere
Chichester, PO20 2FT, UK.

Signature: )C%ﬁf Date: Z5 OCT/ 20}7

Printed Name: VA S ) He%de_ Place of Issue: Chichester, PO20 2FT, UK

Title: QA/RA Manager

The following is a list of the product options and accessories, including part numbers:

DESCRIPTION PART NUMBER
OPTICHAMBER DIAMOND - 10 PACK 1077478
OC DIAMOND W/ LARGE MASK 10 PK- US 1079827
QOC DIAMOND 50 PACK 1079830 =
OC DIAMOND W/ SMALL MASK 10 PK- US 1079823
OC DIAMOND W/ MEDIUM MASK 10 PK- US 1079826
LITETOUCH SMALL MASK 1082714
LITETOUCH LARGE MASK 1082716
LITETOUCH MEDIUM MASK 1082715 |
OPTICHAMBER DIAMOND - ROW 1079820
OPTICHAMBER DIAMOND W/ SMALL MASK- ROW 1079822
OPTICHAMBER DIAMOND W/ MED MSK- ROW 1079825
OPTICHAMBER DIAMOND W/ LRG MSK- ROW 1079828
LITETOUCH LARGE MASK- ROW 1083783
LITETOUCH SMALL MASK-ROW 1083785
LITETOUCH MEDIUM MASK-ROW 1083784
OPTICHAMBER DIAMOND - 10-PACK CANADA 1098213
OPTICHAMBER DIAMOND W/ SM MASK- CANADA 1098214
OPTICHAMBER DIAMOND W/ MED MASK CANADA 1098215
OPTICHAMBER DIAMOND W/ LG MASK CANADA 1098216
OPTICHAMBER DIAMOND RUSSIA 1109059
OPTICHAMBER DIAMOND W/SML MASK (RUSSIA) 1109060
OPTICHAMBER DIAMOND W/MED MASK (RUSSIA) 1109094
OPTICHAMBER DIAMOND CHINA 1126620
OPTICHAMBER DIAMOND WI/LRG MASK CHINA 1126536
OPTICHAMBER DIAMOND W/MED MASK CHINA 1126537
OPTICHAMBER DIAMOND W/SMALL MASK CHINA 1126699
OPTICHAMBER DIAMOND - SINGLE UNIT CARTON 1077478-001
OPTICHAMBER DIAMOND W/LRG MASK SINGLE UNIT 1079827-001
OPTICHAMBER DIAMOND SINGLE UNIT POLYBAG 1079830-001
OPTICHAMBER DIAMOND W/SM MASK SINGLE UNIT 1079823-001
OPTICHAMBER DIAMOND W/MED MASK SINGLE UNIT 1079826-001
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Respironics Respiratory
Drug Delivery (UK) Ltd
Chichester Business Park
City Fields Way, Tangmere
Chichester, PO20 2FT, UK.

0123

Prohlasujeme vyhradné na vlastni odpovédnost, ze vyrobek:

Nazev vyrobku: OPTICHAMBER DIAMOND VALVED HOLDING CHAMBER
Cisla &asti vyrobku: viz seznam nize

Datum zahdjeni platnosti oznaceni CE: ¢ervenec 2013

Klasifikace prostfedku: | Pravidlo: 5

Kéd podle Globalni nomenklatury zdravotnickych prostfedkd (GMDN): 38018 Medicinsky komorovy inhalacni nastavec,
pro opakované pouziti

Volby / pfisluSenstvi vyrobku: viz seznam nize
S platnosti do: 5. dubna 2022

k némuz se toto prohlaseni vztahuje, vyhovuje ustanovenim téchto predpisu:

* smérnice Rady: 93/42/EHS Smérnice o zdravotnickych prostiedcich ve znéni, jak tuto smérnici méni
smérnice 2007/47/ES

Prostfedek/prostfedky uvedené vySe byly ovéfeny v souladu s ES prohlasenim, jak je uvedeno v pfiloze VII smérnice Rady.

Notifikovana osoba: TUV SUV Product Service GmbH
Zertifizierstelle
Ridlerstrasse 65 — 80339, Mnichov
Némecko

Identifikacéni &islo: 0123

Autorizovany zastupce v EU: Neuplatfiuje se — vyrobce je usazen ve Velké Britanii.

Doplriujici informace:

VySe uvedené vyrobky byly testovany v typické konfiguraci, jak je popsano v doprovodné dokumentaci vyrobce, a plné vyhovuji nize
uvedenym harmonizovanym normam. Dale jsou vySe uvedené vyrobky oznaceny, vyrobeny, testovany a bylo zjiSténo, Ze jsou
kompatibilni s prostfedky a pfisluSenstvim popsanym vyrobcem v doprovodné dokumentaci k prostfedkim:

Harmonizovana norma: Nazev:

EN ISO 13485:2016 Zdravotnické prostfedky — Systémy managementu kvality —
Pozadavky pro ucely predpist

EN ISO 14971:2012 Zdravotnické prostfedky — Aplikace fizeni rizika na zdravotnické
prostfedky

EN ISO 10993-1:2009/AC:2010 Biologické hodnoceni zdravotnickych prostredki — Cast 1:
Hodnoceni a zkouSeni v ramci procesu fizeni rizika

EN ISO 10993-3:2014 Biologické hodnoceni zdravotnickych prostredkil — Cast 3:
Zkou$ky na genotoxicitu, karcinogenitu a reprodukéni toxicitu

EN ISO 10993-5:2009 Biologické hodnoceni zdravotnickych prostfedkd — Cast5:
Zkousky na cytotoxicitu in vitro

EN ISO 10993-11:2009 Biologické hodnoceni zdravotnickych prostfedkt — Cast 11:

Zkousky na systémovou toxicitu
EN 1041:2008 Informace poskytované vyrobcem zdravotnickych prostfedku
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Respironics Respiratory
Drug Delivery (UK) Ltd
Chichester Business Park
City Fields Way, Tangmere
Chichester, PO20 2FT, UK.
EN ISO 15223-1:2016 (Corr 2017) Zdravotnické prostfedky — Znacky pro $titky, oznaCovani a
informace poskytované se zdravotnickymi prosttedky — Cast 1:
Obecné pozadavky
Podpis: Podpis necitelny Datum: 30. 10. 2019
Jméno hdlkovym pismem: Vaishali Hegde Misto vydani: Chichester, PO20 2FT, Velka Britanie

Funkce: QA/RA Manager

Nize je uveden seznam voleb a prislusenstvi vyrobki véetné cisel €asti:

POPIS CisLo CAsTI
OPTICHAMBER DIAMOND - 10 PACK (10 kusU v baleni) 1077478
OC DIAMOND W/ LARGE MASK 10 PK- US (s velkou maskou 10 kust v baleni) 1079827
OC DIAMOND 50 PACK (50 kusu v baleni) 1079830
OC DIAMOND W/ SMALL MASK 10 PK- US (s malou maskou 10 kusU v baleni) 1079823
OC DIAMOND W/ MEDIUM MASK 10 PK- US (se stfedni maskou 10 kusU v baleni) 1079826
LITETOUCH SMALL MASK (mald maska) 1082714
LITETOUCH LARGE MASK (velkd maska) 1082716
LITETOUCH MEDIUM MASK (stfedni maska) 1082715
OPTICHAMBER DIAMOND — ROW 1079820
OPTICHAMBER DIAMOND W/ SMALL MASK- ROW (s malou maskou) 1079822
OPTICHAMBER DIAMOND W/ MED MSK- ROW (se stfedni maskou) 1079825
OPTICHAMBER DIAMOND W/ LRG MSK- ROW (s velkou maskou) 1079828
LITETOUCH LARGE MASK- ROW (velkd maska) 1083783
LITETOUCH SMALL MASK- ROW (mala maska) 1083785
LITETOUCH MEDIUM MASK-ROW (stfedni maska) 1083784
OPTICHAMBER DIAMOND - 10-PACK CANADA (10 kusu v baleni, Kanada) 1098213
OPTICHAMBER DIAMOND W/ SM MASK- CANADA (s malou maskou, Kanada) 1098214
OPTICHAMBER DIAMOND W/ MED MASK CANADA (se stfedni maskou, Kanada) 1098215
OPTICHAMBER DIAMOND W/ LG MASK CANADA (s velkou maskou, Kanada) 1098216
OPTICHAMBER DIAMOND RUSSIA (Rusko) 1109059
OPTICHAMBER DIAMOND W/SML MASK (RUSSIA) (s malou maskou (Rusko)) 1109060
OPTICHAMBER DIAMOND W/MED MASK (RUSSIA) (se stfedni maskou (Rusko)) 1109094
OPTICHAMBER DIAMOND CHINA (Cina) 1126620
OPTICHAMBER DIAMOND W/LRG MASK CHINA (s velkou maskou, Cina) 1126536
OPTICHAMBER DIAMOND W/MED MASK CHINA (se stfedni maskou, Cina) 1126537
OPTICHAMBER DIAMOND W/SMALL MASK CHINA (s malou maskou, Cina) 1126699
OPTICHAMBER DIAMOND — SINGLE UNIT CARTON (krabice s 1 kusem) 1077478-001
OPTICHAMBER DIAMOND W/LRG MASK SINGLE UNIT (s velkou maskou 1 kus) 1079827-001
OPTICHAMBER DIAMOND SINGLE UNIT POLYBAG (sacek s 1 kusem) 1079830-001
OPTICHAMBER DIAMOND W/SM MASK SINGLE UNIT (s malou maskou 1 kus) 1079823-001
OPTICHAMBER DIAMOND W/MED MASK SINGLE UNIT (se stfedni maskou 1 kus) 1079826-001
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