communicated ¢

Penlon ¢
Manufacturer’s Declaration

In relation to Regulation 2023/607 amending Regulations (EU) 2017/745 as regards the transitional provisions for certain
medical devices, in particular with respect to

e the validity of certificates issued under Council Directive 93/42/EEC on Medical Devices (MDD) (Directive
Certificates) and

e the compliance of the devices and us as their manufacturer with the conditions for the continued placing on the
market and putting into service

Manufacturer name Penlon Limited

Manufacturer address and contact details Abingdon Science Park, Barton Lane,
Abingdon, Oxfordshire, 0X14 3NB, UK
T: +44(0) 1235 547000

www.penlon.com

Single Registration Number (SRN) GB-MF-000025115

Authorised Representative name Obelis S.A

Authorised Representative address and contact details | Bd. Général Wahis 53,
1030-Brussels, Belgium
T:+32(0) 27325954

www.obelis.net

Single Registration Number (SRN) BE-AR-000000106
Notified Body name and number where the MDR TUV SUD Product Service GmbH, 0123
application was contract signed e sttachedischadile

Notified Body name and number that issued the

i X h h |
Directive Certificate SGS Belgium NV, 1639 [ See attached schedule

Directive Certificate number(s) to which this

. .. GB20/965349 See attached schedule
confirmation is made
Original expiry date as indicated on the Directive

- . ) o 13 October 202 XS hed schedul
Certificate prior to the extension of the validity Qetaber 2028 e attached schedule
End date of extended validity/transition period 31 December 2028 See attached schedule

We, as the manufacturer declare under our sole responsibility:

o for the above listed Directive Certificate, the conditions for the legal extension of validity as required in Article
120.2 of the MDR are met and

e thelisted device(s) in the attached schedule and we as their manufacturer are in compliance with the conditions
listed in Article 120,3c of the MDR for continued placing on the market and putting into service, namely by
fulfilling the following conditions:
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»  Directive Certificate(s) as listed above or in the attached schedule

e Directive Certificate(s) covering the listed device(s) was/were issued after 25 May 2017, was/were valid on
26 May 2021, was/were not withdrawn by 20 March 2023

e Choose applicable statements:
0 Expired before 20 March 2023:

O Before the original date of expiry as indicated on the Directive Certificate, we and the notified
body have signed a written agreement in accordance with Section 4.3, second subparagraph of
Annex VIl to this Regulation for the conformity assessment in respect of the device covered by the
expired certificate or in respect of a device intended to substitute that device

O A Competent Authority has granted a derogation from the applicable conformity assessment
procedure in accordance with Article 59(1) MDR (may be provided upon request)

O A Competent Authority has required the manufacturer, in accordance with Article 97(1) MDR, to
carry out the applicable conformity assessment procedure (may be provided upon request)

Expired/expires after 20 March 2023:

A formal application to the notified body in accordance with Section 4.3, first subparagraph of
Annex VII MDR for conformity assessment has been made or will be made/submitted by us to a
notified body no later than 26 May 2024 for the device(s) listed in the attached schedule or its
substitute and a signed written agreement is in place in accordance with Section 4.3, second
subparagraph of Annex VIl MDR before 26 September 2024.

(0 We do not intent to lodge an application for conformity assessment by 26 May 2024, therefore
the transition period will end on 26 May 2024.

»  Quality Management System (QMS)
e Choose one applicable statement:

[0 A QMSinaccordance with Article 10(9) MDR will be put in place by no later than 26 May 2024
A QMS in accordance with Article 10(9) MDR is in place.
[0 A notified body has issued the attached certificate for the MDR-compliant QMS.

»  Devices as listed in the attached schedule

e The devices continue to comply with the MDD.

e The devices have not been significantly changed in their design and intended purpose since 26 May 2021.

e The devices do not present an unacceptable risk to health or safety of patients, users or other persons, or
to other aspects of the protection of public health.

Signed for and on behalf of the manufacturer: # ) " .
Do Penion ¢
CU““]’ oA PENLON LTD |
'\/tg é:‘( QUALITY & REGULATORY DEPT

ABINGDON SCIENCE PARK
viary Ryan BARTON LANE, ABINGDON
Director Innovation, Technology & Regulatory Affairs, EU PRRC OXON OX14 3NB UK
Registrations@penlon.com
Co. Reg. No. 3228364
[ VAT Reg: GB 806 6455 2

B

e i et

Page 2 of 4
Penlon Limited General International Sales UK Sales Technical Support
Abi Park t +44(0) 1235 547000 t +44(0) 1235 547001 t +44| 547036 t +44 (0] 1235 547060
Barto Abingdon w www.penlon.com e international sale N.COM e uks. enlon.com e tech.support@penlon com
0X14 3NB, UK

A Medcaptain Company Registered Office Abingdon Science Park, Barton Lane, Abingdon, OX 14 3NB Registered No. 32283464 England



wod

oddnsyosl @ wod uoju 581ES W B

3 79£872€ ON PR

oy ‘aueT uoueq

4184 32U315 uopk

v aoil0 pauansifiay Auedwon uipidespa v

N "8NE 7LX0

v M uopbuigy ‘aueT] uoiieg

( et (0] 79+ 1 gezl (o) v+ 000L%S GEZL (0} w7+ 1 Wied aaus1as uopbulqy
1oddng 1e21uyd3). S31ES MN 1eJ8Ud9 paliLiT uojuag
¥ Jo ¢ abed

- €710 .LQEOMw_imm M\: D S31410SS302Y Ucmi

8z0T/t1/1€ 1oNPoId ANS AL 6€9T ‘AN wnid|2g SOS €207/0T/€T 6€596/0299 T ———————

T o - - D o $9110SS920Y pue

aulydeA d118yisaeuy 09 ewlid

, S9110SS920Y puB SUIYIB|A

ﬁ 2119Y1S2RUY [YIN TSP WL

€210 ‘Hqw D 221AI3S S9110SS90JY pue

! 8

| 8c0z/ti/te 1onpoId dNS ANL 6€9T ‘AN wnisjag SOS €202/0T/¢€1 67€596/0799 SUIYDRIA J1BYISIRUY 05 eWid

W S9110SS900Y pue

_W | | aulydelp d1_yisseuy Gy ewlid

, $9140S5320Y pue

, , " BUIYDBIA 2113YISSBUY O BWILId

‘ ‘ T - o ] $911055920y PUB BUIYIBIA

€2T0 ‘HqwD d2IMIBS | J119ylsseuy adueApy O¢e ewlid

| . 3

8coe/ti/ie 1oNpOId ANS ANL | 6€9T ‘AN Wnis|ag SOS €20Z/0T/€1 67€596/0799 5311055320y pue

, ,, aulydeA d118yisaeuy 0Z¢g ewlld

1 - . - S9110SS902Y pue

W €CTO0 ‘HqwD 321AIBS J01e[llUaA eISaylsaeuy YN SAV

‘AN wnig|a

8z0T/T1/T€ 1NPOId ANS AL 6€9T ‘AN wni3|ag SOS €70z/0T/€T 6¥€596/0299 ST

pue J01B|1IU3A BISBYISIBUY SAY

pouad uoijsuesy pausis Aupijen ay1 jo uoisuaixa apew (43quinu an3oje3ed 10 [spow

|
w (31qeoydde y1)
(QERILEL]
ansqns

/ Aupijena
papuaixs
jo a1ep pu3j

JoeJlu0d sem uonedjjdde
YA 9Y31 243ym Jaquinu
pue sweu Apog payonN

912211349 3A11IRIQ
3Yy3 panssi Jeys Jaquinu
pue sweu Apog paiiIoN

ay3 o1 Joud (s) 21ed141343)
3AI119941d 3Y1 Uo pajedipui
se 9jep Audxa jeuiSlQ

S UOIIBWIIIUOD SIY]
yaiym o3 (s)saquinu
91e2141149) dA1RIA

921Aep aweu dnoud/Ajiwey
‘Quieu 32IAap “3°3)
ir1(S)@21A3p 3Y3 Jo uonedyiuap]

& UOju3d

:S32IA3p SUIMO||0} AY} JO} PI|EA SI UOIIBIR|I3( S, J24N1dBJNUBIAl BAOE YL

S32IA3Q JO 3|NPaYds

¢ palediunwiwiod



¥ 10  abed

gl v+ 1

SOIES MN

N '8NE
uopbBuigy ‘aueT uolleg
yied eouaios uopbuigy
palLT uojuad

¥ Auedwion ureidespap v

LX0

(3A0qe paulap se 3 pinoys 1 2dods 213USS e sey 3183141143 Y3 i Ajuo pue ‘91811130 BY3 Ul SB 3G PNOYS UOIEIIUBP! Y] (5)31€2141143D AAIN/AANIY YUM S3IIASP 10} 1)

€210 ‘HqWD 321nI8S

|
|
|
|

‘Ajo1eaedas
pIOS 9q 10U [|IM 1i 3dU3y
‘(S9% ‘09 ‘14N TSV ‘0SV ‘St

‘AN wnigja
gzoz/et/te 1NPOIJ ANS ANL 6E9T ‘AN Wni3jag SO | €coz/ot/eT 67£596/0299 ‘Obb BWiId) S31I3S 00p BWld
w 3y1 Jo jusuodwod / Asossade
M ue s 49g40sqy dS00TV «
€2T0 ‘HqwD 21NIBS . _ SiaiIpliwny 9|qgng
8c0z/Tt/Te - % 6€9T ‘AN WNi8|ag SOS | €zoz/ot/et 6¥€596/079D
12Npoid dns ANL M sia19Wmol4 uasAxp
- o - 1 : S914055920Y
€210 ‘HQWD 2135 , pue siaziiodea YA el2q ewsdis
‘AN wnig|a M
8z0z/Tt/TE 19Npoid ANS ANL 6€9T ‘AN 15]9g SOS gzoz/ot/et 6¥€596/029D 5311055900y
,ﬁ pue siaziiodep eyjaq ewsdis
o €710 ‘HQWD d0INIBS | N “ -
‘AN wni3|a ., J9zuode ewsl
groz/zr/Te ynpoid ans AL | OE9T AN WNIBIRE oS €207/0T/¢€T 6v£596/0289 1oden vA3 ewaiS
pouiad uonisuesy pausis Aupijea ayj jo uoisuaixa apew (43qwinu an3ojeled Jo [apow
(e1qeaydde yi) / Auipijea | 1pesjuod sem uonesydde 21B211343) BAI03JIQ | 2yl 03 Joud (S) 93BOYIIIR) | SI UOIIELUILIUOD SIYY 921Aap aweu dnoud/Ajiwey
PapuaIXa | YAIN Y3 S49YM JaqWINu | BYyj Panssi jeyl Jaquinu | SAIRJIQ Yl UO paledipul | YdIym o} (s)1aquinu ‘Bweu dIAap “3'9)
jo3lep puj | puesweu Apog payiloN | pue aweu Apog payiioN se a1ep Auidxa jeu1SIQ |  31€3131143) SAIIRIId E?ku_>m_u 9y1 Jo uoilediiluapj

& UOJudd

¢ P31BJIUNWIWOD













Penion ¢

Declaration of Conformity

Manufacturer Penlon Limited, Abingdon Science Park,
Barton Lane, Abingdon, OX14 3NB, UK
Product Name Penlon Oxygen Therapy Flowmeters & Bubble Humidifiers

(Refer Appendix A for Product Identification)

Classification Class lla, Rule 2
Conformity Assessment Route Annex ||

GMDN Code Flowmeters (61365), Bubble Humidifiers (35113)

Quality Management System ISO 13485:2016

Notified Body SGS Belgium NV, Noorderlaan 87, BE-2030 Antwerpen, Belgium
(ID Number: 1639)

CE Certificate Number GB20/965349

Start of CE Marking 1999

European Authorised Obelis s.a.

Representative Bd. Général Wahis 53, 1030-Brussels, Belgium

We hereby declare that the above-mentioned products meet the provisions of the Council
Directive 93/42/EEC for Medical Devices, as amended by Directive 2007/47/EC.
All supporting documentation is retained at the premises of the manufacturer.

Place and Date of Issue Abingdon, 24t May 2023
Signed by: SIGNATUK/
Mary Ryan

PRINT NAME

Director of Innovation, Technology & Regulatory Affairs
EU PRRC

POSITION

Doc. Ref Penlon Oxygen Therapy Flowmeter Range Rev. 7
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Appendix A: Product Identification

Model / Catalogue / ) e .
BrodiciName.  Recr oo Version (Product Descriptions) Basic UDI-DI GMDN
Single O, Flowmeter, tubing nipple and
020 Mk4 O, probe
Twin O, Flowmeters, tubing nipples and
9910-034 Mk4 O, probe
i Twin O, Flowmeters, tubing nipples and
9910-080 3/8” BSP connector
Single Air Flowmeter, tubing nipple and
S10-030 Mk4 4-bar Air probe
Single O, Flowmeter, tubing nipple and
9910-020 3/8” BSP connector
) Single Air Flowmeter, tubing nipple and
9910-021 3/8” BSP connector
Twin Air Flowmeters, tubing nipples and 50519770TS-FMYH 61365
9910-032 )
Flowmeter Mk4 4-bar Air probe
g Single O, Flowmeter, tubing nipple and
BE10=216 1/8” NPT Universal thread
5009161 Slngle O, Flowmeter, tubing nipple and
right-angled probe
Single O, Flowmeter with threaded outlet
9910-176 (9/16” UNF), Mk4 O, probe
9910-193 Single Air Flowmeter with threaded outlet
(9/16” UNF), and Mk4, 4-bar Air probe
9910-177 Single O, Flowmeter, with threaded outlet
(9/16” UNF) and 3/8” BSP connector
9910-233 Slng|? 0O, F|owmete:, with threaded outlet
(9/16” UNF) and 1/8" NPT connector
MRI Flowmeter, Oxygen, single tube, 50519770TS-FMMRINV 61365
5007275 . .
direct probe, nipple outlet
at?nbiﬁﬂer 9410-007 Standard Bu.bt.)l-e Hu.m|d|f|er | 50519770TS-BHXT N
9410-006 Bubble Humidifier with Occlusion

Protection

Doc. Ref Penlon Oxygen Therapy Flowmeter Range Rev. 7




Penlon ¢
UK

UK DECLARATION OF CONFORMITY CRoiz0

Manufacturer
Penlon Limited,
Abingdon Science Park,
Barton Lane,
Abingdon, OX14 3NB, UK

This declaration is issued under the sole responsibility of the manufacturer.

Product Type : Medical Gas Flowmeter, Thorpe Tube
Non-heated respiratory humidifier
Product Identification :  See Appendix A for list of Catalog numbers
Basic-UDI-DI . Refer Appendix A
Device Classification, Rule . Class lla, Rule 2
Conformity Assessment Route . Part Il of The Medical Devices Regulations 2002, Annex |l

excluding section 4 [as modified by Part 2 of Schedule 2A to
The Medical Devices Regulations 2002]

Approved Body Name : SGS United Kingdom
Approved Body Number . 0120
Certificate Number and Date : GB23/00000206, Issue: 25 Jan 2024, Valid until: 13 Jan 2029

Penlon Limited declares that the above-mentioned product(s) meet the provisions of the Medical Devices
Regulations 2002 (S| 618, as amended). The product has been subjected to conformity assessment
procedures set out in the Medical Devices Regulations 2002. All supporting documentation is retained on
the premises of the manufacturer.

Place and Date of Issue: Abingdon, 15 October 2024
Signed by:

SIGNATURE

Daniel Harrison

PRINT NAME

QARA Manager

POSITION

This declaration will be renewed on any significant change of product, product range, standards and laws.

Doc No.: Oxygen Therapy (FM, BH) UK MDR DoC, Rev. 2
RDOC 001e UK MDR DoC Template, Rev 2 (Effective Date: 25 SEP 2024) Page1of2
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UK DECLARATION OF CONFORMITY

UK
C R0

Appendix A: Product Identification

Catalogue | Model (Product Name) / Version (Product Descriptions) Basic UDI-DI GMDN
Reference
9910-029 Single O, Flowmeter, tubing nipple and Mk4 O, probe
9910-034 Twin Oz Flowmeters, tubing nipples and Mk4 O, probe
9910-050 Twin O, Flowmeters, tubing nipples and 3/8” BSP connector
9910-030 Single Air Flowmeter, tubing nipple and Mk4 4-bar Air probe
9910-020 Single O, Flowmeter, tubing nipple and 3/8” BSP connector
9910-021 Single Air Flowmeter, tubing nipple and 3/8” BSP connector
9910-032 Twin Air Flowmeters, tubing nipples and Mk4 4-bar Air probe 50519770TS-FMYH 61365
9910-216 Single O, Flowmeter, tubing nipple and 1/8” NPT Universal

thread
5009161 Single O, Flowmeter, tubing nipple and right-angled probe
9910-176 Single O, Flowmeter with threaded outlet (9/16” UNF), Mk4 O,

probe
9910-193 Single Air Floyvmeter with threaded outlet (9/16” UNF), and

Mk4, 4-bar Air probe
9910-177 Single O, Flowmeter, with threaded outlet (9/16” UNF) and 3/8

BSP connector
9910-233 Single O, Flowmeter, with threaded outlet (9/16” UNF) and 1/8

NPT connector
5007275 MRI Flowmeter, Oxygen, single tube, direct probe, nipple outlet | 50519770TS-FMMRINV 61365
9410-007 Standard Bubble Humidifier

50519770TS-BHXT 35113
9410-006 Bubble Humidifier with Occlusion Protection
Doc No.: Oxygen Therapy (FM, BH) UK MDR DoC, Rev. 2
RDOC 001e UK MDR DoC Template, Rev 2 (Effective Date: 25 SEP 2024) Page 2 of 2




