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Usage according to intended purpose

1 Usage according to intended
purpose

The endoscopy adapter, available as an accessory for full-face
masks and consisting of a non-vented retaining ring and an elbow
with a reclosable opening, allows the physician to perform
endoscopy (bronchoscopy) with continuous ventilation.

2 Safety

Risk of injury if endoscopy is not performed correctly!

Endoscopes may injure the respiratory tract.

= Endoscopy should only ever be performed by trained healthcare
professionals.

For safety information, indication, and/or contraindications, please
refer to the instructions for use of the mask used and the
instructions for use of the endoscope used.
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Compatibility

3 Compatibility

Endoscopy Article no. Compatible mask
adapter
JOYCEone Full Face
JOYCEone Full Face NV
JOYCEeasy Full Face
JOYCEeasy comfort Full Face
Endoscopy JOYCEeasy X Full Face
adapter NV, for JOYCEeasy next Full Face
-JOYCEeasy | WM 15864 JOYCEeasy next Full Face NV
- JOYCEone JOYCEclinic Full Face NV
- JOYCEclinic JOYCEclinic Full Face NV + AAV (leakage 1)
JOYCEclinic Full Face vented (leakage 2)
Intensa Full Face NV
Intensa Full Face NV + AAV (leakage 1)
Intensa Full Face vented (leakage 2)
Endoscopy
adapter NV, LMT 15968 LENA, LENA NV
for LENA

14
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4 Description

No. Designation Description

1 Sealing cap Seals the opening in the endoscopy adapter.

2 Sealing plug Seals the opening in the cap.

3 Saddle Secures the cap in place.

4 Endoscopy adapter | Allows an endoscope to be introduced

nasally or orally.

5 Retaining hook Allows the saddle to be fixed in place.

6 Retaining ring Connects the endoscopy adapter to the
non-vented mask.




5 Preparation and operation
5.1 Fit endoscopy adapter

1. Select cap size.

N3 €202/20 0VS96¥/9 LN

3. Fit cap 1 onto opening of endoscopy adapter 4.




5.2 Introduce endoscope

1. Remove sealing plug 2 from cap 1.




Hygiene treatment

5.3 Endoscopy adapter on mask

1. Insert the retaining ring 6 in the mask body at the 11 o'clock
position and turn clockwise to 12 o'clock until it locks into
place.

6 Hygiene treatment

This product is a disposable item ®

Disposable items are intended to be used only once. Therefore use
these items only once and do not reprocess them. Reprocessing
disposable items may impair the functionality and safety of the
product and lead to unforeseeable reactions due to ageing,
embrittlement, wear, thermal stress, the effects of chemical
processes etc.

7 Disposal

You can dispose of all parts in domestic waste.

18

N3 €202/20 0VS96¥7.9 LN



LMT 67496SA0 02/2023 EN

Appendix

8 Appendix
8.1 Technical data

Specification

Product

Product class to (EU)
Medical Device Regulations
2017/745

la

Dimensions (W x H x D)
incl. non-vented retaining
ring and cap, for JOYCE

50 mm x 60 mm x 75 mm

Dimensions (W x H x D)
incl. non-vented retaining
ring and cap, for LENA

45 mm x 55 mm x 58 mm

Tube connection: Tapered
connection as per
EN 1SO 5356-1 non-vented

@ 22 mm (female)

Cap
Size 1:
Size 2:

Opening: Endoscope:
3.3mm 23.5mmto5mm
4.8 mm @5mmto6.5mm

Standards applied

EN 1SO 17510: 2020
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Appendix
8.2 Materials

Only use the mask after consulting your physician if you are allergic
to any of the following substances:

Article Material

Endoscopy adapter seal (SI) silicone

Retaining ring non-vented, for JOYCE PP) polypropylene

(
Retaining ring non-vented, for LENA (POM) polyoxymethylene
Elbow for endoscopy adapter (PC) polycarbonate

8.3 Scope of supply

Part Item number
Endoscopy adapter NV, for JOYCEeasy/JOYCEone/ WM 15864
JOYCEclinic

Endoscopy adapter NV, for LENA LMT 15968

8.4 Markings and symbols

Symbol Description

LOT Lot number

Order number

M Manufacturer and, if necessary, date of manufacture

20
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Appendix

Description

CE symbol (confirms that the product conforms to the
applicable European directives/regulations)

N
%mg
2 |5
w—
~

Permitted temperature range for transport and storage

<
S

)/
2

Keep out of sunlight

Use by date

Indicates the product is a medical device

Unique device identifier (uniform product code for medical
devices)

EAENE] e

Follow the instructions for use
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Appendix
8.5 Warranty

Lowenstein Medical Technology gives the purchaser of a new
original Lowenstein Medical product and of a spare part fitted by
Lowenstein Medical Technology a limited manufacturer warranty in
accordance with the warranty conditions applicable to the product
in question and in accordance with the warranty periods from date
of purchase listed below. The warranty conditions are available on
the manufacturer’s website. We will also send you the warranty
conditions on request.

Please bear in mind that any claim under warranty and liability shall
be void if neither the accessories recommended in the instructions
for use nor genuine spare parts are used.

8.6 Declaration of conformity

The manufacturer, Léwenstein Medical Technology GmbH + Co.
KG, Kronsaalsweg 40, 22525 Hamburg, Germany, hereby declares
that the product complies with the relevant provisions of the
Medical Device Regulations (EU) 2017/745. The complete text of
the Declaration of Conformity is available on the manufacturer's
website.

As a user and/or patient, you must report any severe adverse events
occurring in connection with the product to the manufacturer and
to the responsible authorities.

22
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8.7 Contact information
Info@azeermed.com

+966551177970 Azeer Customer Support
+966126502921 Azeer Customer Support

www.azeermed.com

P.O. Box 132391 Jeddah 21382 KSA. Prince majed Street
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Manufacturer

Lowenstein Medical
Technology GmbH + Co. KG “

Kronsaalsweg 40

22525 Hamburg, Germany

+49 £0 08V Yoo icaila

H£4 €0 05V YoET) oSl C € 0197

www.loewensteinmedical.com
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