bluepoint mepicaL

% bluepoint medical GmbH & Co. KG - An der Trave 15 - 23823 Selmsdort Daocument No. 34956

Viamed Number: 2021-21120

Steve Nixon Date: 28.06.2021
15 Station Road, Cross Hilis : Custotmer No. 10247
BD20 7DT KEIGHLEY « WEST YORKSHIRE Contact: A Riemer
GROBBRITANNIEN phone: 035823-548-818
. Shipment UPS T OurVATNo. | DE24si87S30 TR
" Delivery cond.  Pick up Qur Tax Na.
| Reference Crder confirmation 2021-40781 Auslind, SINr
Cust. Ref, Cathy Green Your VAT No.  GB287383583

. Cust.Doe. RTS1100697

Dear Ladies and Gentiem_en.

thank you very miich for your order. According to our terms and conditions we confirm your order hersby.

1 58953 RMA 2018-0348 . 28.06.2021 1 pes
YM-2500-M Vet.
SN:A1711150008

2 13090532002  IRMA CO2, temo 28.08.2021 1 pes.

{RMA CO2, Lemo connactor+ 4pin
Adapter Cable

S/N: IROO007137
consisting of

130905320 IRMA CO2, Lemo 1 pes
02EK

140901428 CT Leme - IRMA Adapter 1 pes
01
3 89935 Time needed for repair 28.06.2021 3 pos.
a4 Howr :

Bitte beachten Sie, dass dar Expart unserer Produkte in Lander aullerhalb der EU unter Umstanden Beschrinkungen
unterliegt. Vor allem in Staaten, die einem EU- oder UN-Wirlschafisembargo unterliegen wie etwa Iran, Irak oder Nordkorea,
sind vorals bai den fir Sie zustdndigen Behtrden entsprechende Genehmigungen sinzuhslen und Meldungen vorzunshmen,
Bet Fragen wenden Sie sich bifte an die fir Sie zusténdige Einrichtung oder die jew¥ilige Stefle bei der EU oder den UN.

Please niote that the export of owr products {o countries outside the EU may be subject to restrictions. Especially in states
under an EU or UN econemic embargs, such as ran, Irag or North Korea, the relevant mermitts have to be obtained from,
and applications mads to, the suthorities responsibie for you beforehand. If you have any questions, please contact the
institution responsible for you or the respective depariment at the EU or UN.
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‘Service protocol | bluepoint W
CapnoTrue AMP/ASP/MG

Customer error description:

2??@‘( [€C ¢ gxh;irzif,f afs;f‘-v/&f W[“f 2

Bluepoint service error analysis:

Screw locking: E yes T No Software version: 7. 7. é
Power supply connector: m maile, black U1 male, metal o [T] female, black
1 Gas outlet: {1 back L1 top E no CapnoTrue®ASP

Analysis result: (‘ {4 Py é Cé)z /é é‘y??{@, - //Z{j ﬁ’ ; GMJf

Actions for repair:

SW update to version: / HW update: -

{regularly.carried out from ¥5.9} - ) E ) oo [ASP.gas outlet i regularly moved to top housing: Mod.4} .
1
24h load test performed {regularly carried out if main PCBA is replaced) H D yes no EI n/a

Actions for repair and replaced parts (Name, REF, SN}

Wik, 17090532 002 S~ 1KG0coFIF

Comment to customer;

5y

/

Test Result EPass [] kail
Liegtsj}ec; testsemnent AMP/MG: Step 1-5+7, ASP: Step 1-7 Don't use device to monitor patients!
Comments: /
7 7;
5. 06, 10 Feerths
Date Tester

Model Deavice Serial Number RMA number Date of analysis

(- 2500 -0 VEL\AA7 15000 | 2045 -0375 | 24, ob. 2024
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Service protocol
CapnoTrue AMP/ASP/MG

bluepoint v w

Fixed to upper right-hand screw

1.1) Housing, Dispiay, Keypad | No damages or defects E pass 1 fail
No exposed opticat .

1.2) Sensors and cable components, cables or other E} pass [ #ail
damages to the sensofr
- Mo damages or defects.

1.3) External power supply - Qutput voltage: 5,6 - 6,2V. : ;

{cable+ connector) - Electrical test {e.g. SECUTEST [E PEss [ fail
VDE 0751} is passed.

1.4} Lakel + transparent Label and the transparent

protective foit protective foil are fixed clean to fﬁpass i:l fail
the back of the device. '

1.5) Serew lock gpass 1 fail

Battery symbaol is displayed.

2.1) Only 4xAA Batteries Proper operation {device is m pass L ]fait
: providing Sp0: & L0z reading}
Battery symbol is displayed. .
2.2} Only Li-FPoly Proper operation (device is m pass {1 eail
providing Sp0: & COzreading)
power supply symbol is
displayed. :
2.3) Only ext. power supply piay ) o K] pass [ ] fail
Praper operation (device is '
providing 5p0: & CO; reading)
Charging symbol is displayed.
f'i’i}_s:r' powErSUpRlY Proper operation {device is E} pass [ fail
y providing Sp0z & COzreading).
2.5) No sensors are .
connected to the device. Low battery afarm {visual and * X
Switch on with 4xAA Batteries | sudible) Rpass  [Ifai

with <4.1V.

default low limit setting: 85%)

i reading Spla
3.1} Sp0: at simulator set e . . ~ &
point: 82% 82% SpO; {+-2 digits) E pass lail £ 7 9,
2} Pul ] reading PR:
3.2} Pulse rate at simulator ; g oo : i~y g f
set polnt: 7Sbpm 75 beats/min {+-1 digits) pass  [fail 24 éf?ﬂ?
3:3}SE0alow iz (ot Audible and visual ] pass [] fas

Mode)

VA= 2500- 40 Lef ,/{«/?ffffmgsgg: |

Bevice Serlat Number

RMA number

2044 - ©3%8

2. 0L, 202l

Date of analysis
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Service protocol | bluepoint u i}y
CapnoTrue AMP/ASP/MG |

deleted

A0 .fj At value: ECO: [ FICO: ~Forongt
4.1)5a1% CO; calibration gas | EtCO: 3578 volth ; ot S 5[ yes
i \ Y
+ airway adaptor - | FiCO2: 0.0 - 03vol% Blesss Ot 1§7%/ 4%\ %
. reading RR:
4.2) Breath per minute 10 (+-1 bpm} E pass [} fail ,/Z‘}
5.1} Remove SpOz Sensor Alarm sound and message Nt s [T tait
: from finger ,Sp02 Probe off ¥ :
5.2} Breath 3x through airway | Alarm sound and message - :
adapter and wait 20s Apnoea 11" m pass L] fal
5.3} Download data to PC s o A
; with CapnoTrue PC-Software successful data download to PC fg,pass [ fait {250 Vel iy AL
5.4) Defete all data All stored data in the device are E fias [T all

6.1y Perforin leakag test (see ™ i B S e e . : ‘
g A CO: drop <0.5vol% in 1 Min. [} pass [} fait
Ver. Modal Languags
7.1} Latest FW on the device? | See server @pass 1 fail PER” Y gk e i o
Vet =
7.2) Time {accuracy RTC) Same as test PC Epass [ fait
7.3) Remove Li-ion battery Battery case empty (Al pass [ fait
7.4) SN on device back label SN jike label in battery case @ pass I:] faii
7.5} Protective sheet on label | Implemented 1¥] pass ] fail
7.6} Screw locking implemented i;g! pass I fait
y Device and parts clean& no .
7.7) Final check s ¥} pass {7 fail
Attachments:
._ | : Model Device Serial Number RN!A number Date of analysis
! U - 7500 A Vol A1 ?4#5‘&5( 2045~ 0398 | 29.0¢ . 202«

Templata:Semiceproiokciiﬂ&xlemeapnone_revs_EN.dutx _ Page 3 of 3




