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Fo,cus Flo,w

Foycus Flo,w design concentrates the oxygen to the upper lip and
nasal passages to ensure the maximum oxygen is delivered to the
patients inspiratory pathway directly without dispersion into the
full mask area as with normal closed oxygen masks.

Positioning of mask is important to obtain the best FiO2 levels %,
6 choices of mask are offered to allow best fitting options to
patients. This also aids the performance of the mask with more
size options.

Adult sizes Flow Rate FiO2 %
1LPM 24-26
2LPM 26- 30
3LPM 30-35
4LPM 35- 40
5LPM 38 - 50
Large 8 LPM 40-66
10 LPM 50-75
X—Large Adult . 12 LPM 55-75
Adult Medium 15LPM FLUSH 75-90
Adult Child / Infant Sizes ~ Flow Rate FiO2 %
. 0.25 LPM 2
Mask size now engraved on each mask! 0.50 LPM 24
\ 0.75 LPM 27
/ 2~ \ Color coding on the label for easy size identification! . EPLI‘;I)M .
/ ‘\' ) 2LPM 45
- 3LPM 48
5+ LPM 60 - 65
N A ** The Actual FiO2 will vary with Patient's Rate &
/ ) Depth of breathing, and the position / distance of
/ /N patient's face to the oxygen inlet flow. As this affects
( ( > the target area for the oxygen flow. Pulse oximeter
D 2 use is recommended when deciding the correct flow
| / rate for the patient.
mall
i dult N With "ELLIE" Masks careful increase of the flow rate
u

Infant

KEY FEATURES

from 0.25 LPM upwards is reccommeded to achieve
the desired flow rate needed. Again this is in
conjunction with a Pulse Oximeter to verify actual
FiO2

-100% NON PVC ECO Product - 6 Sizes: Adult XL, Large, Medium, Small, Child, Infant

- More sizes allow more precise fit and more accurate oxygen delivery

- Open design less claustrophobic & allows speech to be heard clearly

- Easy swivel oxygen tube connector allows movement without dislodging mask on patient face

REF CODE DESCRIPTION

220P1441 FF X-Large Adult Mask with 2.1m Tubing
220P1431 FF Large Adult Mask with 2.1m Tubing
220P1421 FF Medium Adult Mask with 2.1m Tubing
220P1411 FF Small Adult Mask with 2.1m Tubing
220P1471 FF Child (ELLIE) Mask with 2.1m Tubing
220P1481 FF Infant (ELLIE) Mask with 2.1m Tubing
220P142130 FF Medium Adult Mask with 3.0m Tubing

Version No 20230902

Page 1 (3)

Pack Count
Per Carton

25
25
25
25
25
25
25



Product Technical Summary 100% PVC FREE

Regulatory CONTACT US

The product complies with legal requirements for medical devices 1SO 11135

TOEXAMPBPARER (¢
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The product(s) covered by this data sheet does(do) not contain substances classified as carcinogenic, mutagenic
REACH regulation: or toxic for reproduction (CMR), including any of the Substances of Very High Concern (SVHC)
as listed in the latest available version of the Candidate List published by European Chemicals Agency (ECHA).

Biological evaluation: EN ISO 10993-5, EN ISO 10993-7 and BS EN ISO 10993-10

Compliance with legal

. Medical Devices Directive 93/42/EEC, Class I1a
requirements:

Compliance with product standards ~ ENISO 11135, EN ISO 11737-1, BS EN ISO 14971

Quality standards ISO 13485

Label information and packaging

. ENISO 15223-1, EN 1041 and EN ISO 11607-1, BS EN 15986
compliance

Materials: Mask TPO, Tubing TPE, Swivel Connector PP, Strap TPR

Warnings and Recommendations

Warnings The product is single use. If reused performance of product may deteriorate, cross contamination may
occur. Single-patient-use longterm approved with cleanliness monitored.

Storage ) Recommended storage in clean, dry space in ambient temperature. Products should be protected from
Recommendation . . . o
direct sunlight, other intensive light sources.

Di 1

isposa . Dispose in accordance with local regulations.
Recommendation
Shelf Life 4 Years
Country of origin UK
Product Weight 15 - 20g

Packaging Information

Individual Pack Material of Pack Size (LxWxH) mm  Shipping Box Size (Lx W x H) mm
Single Pack Pouch  PE Bag 100 x 200 mm Cardboard Lx W xHcm
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Barcodes / GTINSs

REF Single Pack Transport Carton
220pP1441
o “ m “ m‘l ““H MH m ‘ ‘ “HH W
(01) 0 5055276 74432 0 (01) 1 5055276 74432 7
220P1431

SINGLE:
(01) 1 5055276 74431 0

(01) 0 5055276 74431 3

220P1421
SINGLE: BOX:
o “ “ MH
(01) 0 5055276 74430 6 (01) 1 5055276 74430 3
(01) 0 5055276 74471 9 (01) 1 5055276 74471 6
220P1471
SINGLE:
(01) 0 5055276 74433 7 055276 74433
220pP1481
SINGLE:
(01) D 5055276 74434 4 5276 744341

Shrublands Estate, Shearstock, Shaftesbury Dorset, SP7 9PT

+44 (0) 1747 821546 sales@meditechsystems.co.uk

@meditechsystemslimited @MeditechlLtd meditech-systems-limited
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