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Fogless International AB is a privately owned medical technology company
based in Sweden. We develop, manufacture, and market medical devices

from our modern offices and production facility in the Jonkdping region.

SPIRO® is an innovative system comprising of the SPIRO® Speaking Valve
that integrates filtration for better/cleaner inspiratory air, and the SPIRO®
Humidifier/Night Valve (HME). Both of the devices have an integrated oxygen
connection through the nipple on the valve housing. Compact size and

light-weight design make SPIRO® easy and convenient to use.

SPIRO® was developed in close collaboration with Danderyd Hospital
in Stockholm, one of Sweden'’s largest hospitals and a European leading

center for expertise in anesthesiology and respiratory care.

With over three decades of experience, Fogless International has been
producing high-quality medical devices and serving a global market.

We are proud exhibitors many times at prestigious events such as Medica
and Arab Health, which also serve as valuable opportunities for updates

and collaboration with our international distributors.



Advantages with SPIRO® Speaking Valve
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Light-weight Optimal Oxygen Better/Cleaner Low Resistance Simple Filter Quiet / Accurate
Connection Inhalation Air When Inhaling Management Function
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Simplifies the care — improves the health

SPIRQO® gives high medical quality and fulfils a great SPIRO®? is a Speaking Valve of essential quality, compared
need within anesthesiology and breathing care. with other products on the market. The combination,
The highly efficient filter cleans the inhaled air and of Speaking Valve, Humidifier, Filter and Heat Exchanger
prevents particles form reaching the lower respiratory has until now not been available. Clinical trials were
tract. This reduces the risk of infection and minimises tailored accordingly.

the need for suctioning. A combination without any SPIRO® has been carefully and practically tested.

equivalence.

SPIRO® is the best device for speaking with a tracheostomy tube. I've never dealt with a better
one. Thanks to the fact that the SPIRO® has a filter, the throat does not dry out so quickly and

is better moisturized. In addition, the filter catches dust from the air, which means that
significantly fewer dust particles enter the respiratory system. Currently I'm using other company’s
valve without a filter, which makes me cough much more often. | have been using SPIRO® for

6 years and | highly recommend it to all people with a tracheostomy.

Alicja Podoska, Poland

Fogless, "Alicia has extensive experience as a user of Speaking Valves and has tried many other products on the market,
but SPIRO® was the one that gave her the best quality of life!”



Speaking Valve with filtration,
Humidifier with HME Air flow using SPIRO® Speaking Valve.
Exhalation will be easier if the membrane closes
immediately and inhalation will be easier if the
membrane open immediately. Our valves meets both
criteria with optimal performance. This gives good
speech function and ensures that, during coughing,

the filter and membrane are not affected by secretions.
The stenosed area will be positively effected, with less
tendency of scarring from laser treatment. The exhaled
air functions as a permanent dilator of the stenosed area.
The valve house has a nipple with simple connection,
through which oxygen can be provided when needed.

Significant Patient Advantages

The development of SPIRO® has lead to the elemination
of common problems for tracheostomised patients.
SPIRO® is small, convenient and very light compared
with other speech aids. It can be worn discretely under
the patient’s clothes. SPIRO® is also very easily handled
by all types of patients. The whole valve can be removed
and applied in one simple operation. When required the
valve housing can be cleaned with fresh water and the
filter replaced.

SPIRO® Reduces the Costs

SPIRO® is a complete system using replacement filters
held in the valve house. The transparent SPIRO® Speaking
Valve is available with/or without integrated oxygen
supply and filter. The red SPIRO® Speaking Valve is only
available with integrated oxygen nipple. The SPIRO®
Humidifier/Night Valve (HME) is white with moistening
and air warming function, also with integrated oxygen
supply and filter. Easy cleaning and changing of filters
gives these devices cleaner/better inhalation air and also
provides a very cost-effective system.

New!

Series 800 to be released soon.

New generation SPIRO Speaking Valve
with the added function for inline
ventilator connection. Also the new
ultimate accessory, an oxygen adaptor
and shower protector in one.




SPIRO®702

Humidifier/Night Valve Heat Moisture Exchanger (HME)
for spontaneous breathing tracheostomy users.

#702

This device provides comfortable heat and moisture to the user and
prevents course particles from entering the respiratory system. The device
has an exchangeable filter. The device housing and cover can be re-used
multiple times with correct care. The user cannot speak with this device
and is to be used when resting or sleeping. Supplementary oxygen can be
delivered through the integrated oxygen nipple.

;’f > All SPIRO® 702 Humidifiers are supplied primarily in a polyethylene zip-lock bag.
/ i,‘ e ¢ Bag Dimensions: 118 x 70 mm
/ ys @ « Total Package Weight: 8 g
R o Supplied in 2-pack carton (702-2K), 5-pack carton (702-5K)

and 20-pack carton (702-20K).

REF 702-2K
e, 2 x SPIRO® 702 Humidifiers packaged individually in polyethylene zip-lock bags.
/ 7 Secondary packaging in an eco-friendly paper carton.
SPlR ,ﬁf‘:: ¢ Carton Dimensions: 75 x 70 x 40 mm
Sy, N | « Total carton weight including contents: Weight: 35 g

%:l o Minimum Order: 120 devices (60 cartons)
¢ 1 x Instructions For Use per carton

REF 702-5K
/ - : 5 x SPIRO® 702 Humidifiers packaged individually in polyethylene zip-lock bags.
S M Secondary packaging in an eco-friendly paper carton.
F-‘-??}f_;_r SPJBO® e Carton Dimensior.\s: 157 x 72 x 42 mm
¢ Total Package Weight: 67 g
-~ e Minimum Order: 150 devices (30 cartons)

¢ 1x Instructions For Use per carton

REF 702-20K
“ 10 x SPIRO® 702 Humidifiers packaged bulk in a polyethylene zip-lock bag (x2).
Secondary packaging in an eco-friendly paper carton.
¢ Carton Dimensions: 175 x 175 x 35 mm
- E « Total Package Weight: 153 g
e Minimum Order: 240 pieces (12 cartons)
e 1 x Instructions For Use per carton



SPEAKING VALVES

SPIRO®710

Speaking Valve with oxygen nipple for spontaneous
breathing tracheostomy users (home care).

#710

Intended to allow the user to speak without the need for finger occlusion.
Also provides back pressure for other common body functions. Exchangeable
filter to prevent course particles entering the respiratory system. The main
valve housing can be re-used multiple times with correct care. When resting
or sleeping the SPIRO® 702 Humidifier/Night Valve (HME) shall be used.
Supplementary oxygen can be delivered through the integrated oxygen nipple.
This transparent device is recommended for use in the home care environment.

All SPIRO® 710 Speaking Valves are supplied primarily in a polyethylene zip-lock bag.
¢ Bag Dimensions: 118 x 70 mm
« Total Package Weight: 6 g
o Supplied in 1-pack carton (710-1K), 2-pack carton (710-2K) and
5-pack carton (710-5K).

REF 710-1K
/' el : 1 x SPIRO® 710 Speaking Valve packaged in a polyethylene zip-lock bag.
S 4 Secondary packaging in an eco-friendly paper carton.
SPIRQ r’-ﬁ: « Carton Dimensions: 75 x 70 x 40 mm

» Total Package Weight: 25 g
e Minimum Order: 60 devices (60 cartons)
e 1 x Instructions For Use per carton

REF 710-2K
A 2 x SPIRO® 710 Speaking Valves packaged individually in polyethylene
/- == ; zip-lock bags. Secondary packaging in an eco-friendly paper carton.
Sh) § e Carton Dimensions: 75 x 70 x 40 mm
ey ROy « Total Package Weight: 31 g

o Minimum Order: 120 devices (60 cartons)
¢ 1x Instructions For Use per carton

REF 710-5K
/' M_' o o 5 x SPIRO® 710 Speaking Valves packaged individually in polyethylene
T .w zip-lock bags. Secondary packaging in an eco-friendly paper carton.
Q. SP' e Carton Dimensions: 157 x 72 x 42 mm
SSles A R0®
- s « Total Package Weight: 57 g
—MEa J

o Minimum Order: 150 devices (30 cartons)

e

¢ 1 x Instructions For Use per carton



SPEAKING VALVES

SPIRO®710R

Speaking Valve with oxygen nipple for spontaneous breathing
tracheostomy users (intensive and acute care/hospitals).

#710R

All SPIRO® 710R Speaking Valves are supplied primarily in a polyethylene zip-lock bag.
* Bag Dimensions: 118 x 70 mm
¢ Total Package Weight: 6 g
e Supplied in 1-pack carton (710R-1K), 2-pack carton (710R-2K) and
5-pack carton (710R-5K).

REF 710R-1K

1 x SPIRO 710R-1K Speaking Valve packaged in a polyethylene zip-lock bag.
Secondary packaging in an eco-friendly paper carton.

e Carton Dimensions: 75 x 70 x 40 mm

« Total Package Weight: 25 g

e Minimum Order: 60 devices (60 cartons)

¢ 1x Instructions For Use per carton

REF 710R-2K

2 x SPIRO® 710R Speaking Valves packaged individually in polyethylene
zip-lock bags. Secondary packaging in an eco-friendly paper carton.

e Carton Dimensions: 75 x 70 x 40 mm

« Total Package Weight: 31 g

e Minimum Order: 120 devices (60 cartons)

¢ 1 x Instructions For Use per carton

REF 710R-5K

5 x SPIRO® 710R Speaking Valves packaged individually in polyethylene
zip-lock bags. Secondary packaging in an eco-friendly paper carton.

e Carton Dimensions: 157 x 72 x 42 mm

« Total Package Weight: 57 g

" ’ e Minimum Order: 150 devices (30 cartons)

¢ 1 x Instructions For Use per carton



SPEAKING VALVES

SPIRO®711

Speaking Valve for spontaneous breathing
tracheostomy users (home care).

#711

Intended to allow the user to speak without the need for finger occlusion.
Also provides back pressure for other common body functions. Exchangeable
filter to prevent course particles entering the respiratory system. The main
valve housing can be re-used multiple times with correct care. When resting
or sleeping the SPIRO® 702 Humidifier shall be used. This transparent device
is recommended for use in the home care environment.

All SPIRO® 711 Speaking Valves are supplied primarily in a polyethylene zip-lock bag.

it - ¢ Bag Dimensions: 118 x 70 mm
/ ;" « Total Package Weight: 6 g
‘% ¢ Supplied in 1-pack carton (711-1K), 2-pack carton (711-2K)

and 5-pack carton (711-5K).

REF 711-1K
LT 1 x SPIRO® 711 Speaking Valve packaged in a polyethylene zip-lock bag.
& & o Secondary packaging in an eco-friendly paper carton.
'QEP!BQ- g ! e Carton Dimensions: 75 x 70 x 40 mm

o Total Package Weight: 25 g
e Minimum Order: 60 devices (60 cartons)
¢ 1x Instructions For Use per carton

REF 711-2K

2 x SPIRO® 711 Speaking Valves packaged individually in polyethylene
zip-lock bags. Secondary packaging in an eco-friendly paper carton.
e Carton Dimensions: 75 x 70 x 40 mm

« Total Package Weight: 31 g

e Minimum Order: 120 devices (60 cartons)

¢ 1 x Instructions For Use per carton

REF 711-5K
/" : 2 5 x SPIRO® 711 Speaking Valves packaged individually in polyethylene
2 o zip-lock bags. Secondary packaging in an eco-friendly paper carton.

« Total Package Weight: 57 g
T ¢ Minimum Order: 150 devices (30 cartons)
¢ 1 x Instructions For Use per carton

Do, SPJ RO@ e Carton Dimensions: 157 x 72 x 42 mm
—— b



Basic Sets
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BASIC SETS

REF 760-1K
SPIRO® Basic Set Speaking Valve — Including 1 x SPIRO® 710 Speaking Valve,
1 x 702 Humidifier, 1 x 705 Tweezers, 1 x 703 Shower Protector,
1 x 730 Shower Protector.
¢ Primary packaging: Basic Set-PET blister.
Secondary packaging in an eco-friendly paper carton.
¢ Dimensions: 175 x 175 x 35 mm
¢ Total Package Weight: 98 g
e Minimum Order: 12 sets
e 1 x Instructions For Use per set

REF 760R-1K
SPIRO® Basic Set Speaking Valve — Including 1 x SPIRO® 710R Speaking Valve,
1 x 702 Humidifier, 1 x 705 Tweezers, 1 x 703 Shower Protector,
1 x 730 Shower Protector.
* Primary packaging: Basic Set-PET blister.
Secondary packaging in an eco-friendly paper carton.
¢ Dimensions: 175 x 175 x 35 mm
« Total Package Weight: 98 g
¢ Minimum Order: 12 sets
e 1 x Instructions For Use per set

REF 770-1K
SPIRO® Basic Set Humidifier — Including 2 x 702 Humidifiers, 1 x 705 Tweezers,
1 x 703 Shower Protector, 1 x 707 Adaptor, 1 x 708 Adaptor.
¢ Primary packaging: Basic Set-PET blister.
Secondary packaging in an eco-friendly paper carton.
¢ Dimensions: 175 x 175 x 35 mm
o Total Package Weight: 95 g
¢ Minimum Order: 12 sets
¢ 1x Instructions For Use per set

760-1K, 760R-1K, 770-1K are supplied in an eco-friendly packaging as shown below:



Basic Sets
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BASIC SETS

REF 760-1KF
SPIRO® Basic Set Speaking Valve — Including 1 x SPIRO® 710 Speaking Valve,
1 x 702 Humidifier, 1 x 705 Tweezers, 1 x 703 Shower Protector,
1 x 730 Shower Protector. Includes 25 x 740 Filter.
e Primary packaging: Basic Set-PET blister / Filter-PE bag
Secondary packaging in an eco-friendly paper carton.
¢ Dimensions: 175 x 175 x 42 mm
¢ Total Package Weight: 108 g
e Minimum Order: 16 sets
e 1 x Instructions For Use per set

REF 760R-1KF
SPIRO® Basic Set Speaking Valve — Including 1 x SPIRO® 710R Speaking Valve,
1 x 702 Humidifier, 1 x 705 Tweezers, 1 x 703 Shower Protector,
1 x 730 Shower Protector. Includes 25 x 740 Filter.
e Primary packaging: Basic Set-PET blister / Filter-PE bag
Secondary packaging in an eco-friendly paper carton.
¢ Dimensions: 175 x 175 x 42 mm
« Total Package Weight: 108 g
¢ Minimum Order: 16 sets
e 1 x Instructions For Use per set

REF 770-1KF
SPIRO® Basic Set Humidifier — Including 2 x 702 Humidifiers, 1 x 705 Tweezers,
1 x 703 Shower Protector, 1 x 707 Adaptor, 1 x 708 Adaptor.
Includes 25 x 740 Filter.
e Primary packaging: Basic Set-PET blister / Filter-PE bag
Secondary packaging in an eco-friendly paper carton.
e Dimensions: 175 x 175 x 42 mm
o Total Package Weight: 105 g
e Minimum Order: 16 sets
¢ 1x Instructions For Use per set

760-1KF, 760R-1KF, 770-1KF are supplied in an eco-friendly packaging as shown below:

0o, YRO-

-
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ACCESSORIES

Accessories

Filters, shower protectors, tweezers, adaptors

#703

SPIRO® 703 Shower Protector for use with the SPIRO® 702 Humidifier/

Night Valve (HME). Intended to prevent water splash entering the tracheostomy
opening when the user is showering. Can also can be used to direct warm air
from the body in cold climates. Transparent in colour.

¢ Packaging: 2 pieces per polyethylene zip lock bag

e Sold in 2-pack eco-friendly packaging (REF 703-2K)

#705

Tweezers. For use when replacing the SPIRO® 740 Filter in the following:
/_____:_;f - SPIRO® 702 Humidifier, SPIRO® Speaking Valves 710, 710R and 711.
T « Packaging: 5 pieces per polyethylene zip lock bag
¢ Length: 130 mm
« Sold in 5-pack eco-friendly packaging (REF 705-5K)

uww.r.n -

-,J‘

#707

Adaptor for silver cannulae 13/11 mm. Transparent in colour.
¢ Packaging: 2 pieces per polyethylene zip lock bag

¢ Sold in 2-pack eco-friendly packaging (REF 707-2K)

#708

Adaptor for silver cannulae 14/11 mm. White in colour.
« Packaging: 2 pieces per polyethylene zip lock bag

« Sold in 2-pack eco-friendly packaging (REF 708-2K)

#730

SPIRO® 730 Shower Protector for use with the SPIRO® 710, 710R and
711 Speaking Valves. Intended to prevent water splash entering the
tracheostomy opening when the user is showering. Can also be used
to direct warm air from the body in cold climates. Transparent in colour.
« Packaging: 2 pieces per polyethylene zip lock bag

» Sold in 2-pack eco-friendly packaging (REF 730-2K)
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ACCESSORIES

Accessories

Filters, shower protectors, tweezers and adaptors.

#740

SPIRO® 740 Filter. Exchangeable filter which is compatible with both

the SPIRO® 702 Humidifier and SPIRO® 710, 710R and 711 Speaking Valves.
The filter prevents course particles from entering respiratory system.

£ REF 740-25K
£, SPIRO® 740 Filter — 1 sheet containing 25 filters. Packaged in a polyethylene
zip-lock bag. Secondary packaging in an eco-friendly paper carton.
e Dimensions: 175 x 175 x 11 mm
» Total Package Weight: 33 g
e Minimum Order: 37 packs (925 filters)
e Instructions for Use printed on carton
— REF 740-100K
/ @ SPIRO® 740 Filter — 4 sheets containing 25 filters each.Packaged in a

polyethylene zip-lock bag. Secondary packaging in an eco-friendly paper
carton (see carton on pg. 6).

¢ Dimensions: 175 x 175 x 35 mm

« Total Package Weight: 56 g

o Minimum Order: 20 packs (2000 filters)

¢ Instructions for Use printed on carton

1-025
SPIRO® Speaking Valve Instructions For Use (IFU). Czech, Danish, Dutch,
English, Finnish, French, German, Greek, Italian, Norwegian, Spanish,
] Polish, Portugese, Swedish, Turkish languages.
——= (PDF download available from fogless.se/eifu).
o inecions o |
[ ]
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0,

SPIRO® Humidifier Instructions For Use (IFU). Czech, Danish, Dutch, English,
Finnish, French, German, Greek, Italian, Norwegian, Spanish, Polish,
Portugese, Swedish, Turkish languages.

(PDF download available from fogless.se/eifu).
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ORDERING

Ordering notes

— Order quantities shall be on a per device or per piece basis. See page 15 for efficient order quantities.
— All products are delivered ex-works from Vaggeryd, Sweden.

— Terms of payment: Cash on delivery (letter of credit) or according to agreement.

— Service fee to be added for final packaging and handling.

— Purchase orders shall be emailed to order@fogless.se.

— Delivery time 2-4 weeks after confirmation of order.

Regulatory/Quality

— Fogless®is SS-EN ISO 9001:2015, SS-EN ISO 13485:2016 and SS-EN ISO 14001:2015 certified.

— Class | products are CE marked in compliance with MDR 2017/745. Class lla products are CE marked
in compliance with MDD/93/EEC and the relevant articles of MDR 2017/745.

— U.S. Food and Drug Administration Registration Establishnment Number: 3014054118

— UK Responsible Person: Fogless Ltd

— CH REP: Swiss AR Service GmbH, Industriestrasse 47, CH-6300 Zug

||
Certificates m St

EC Certificate MDD Class lla ISO 14001
EC CERTIFICATE
SO 9001:2015 A N
|SO 140012015 Fogleiﬁ‘lntgl:‘l;aticwalAB
ISO 13485:2016

CERTIFICATE

Registrations Bl | =
FDA CERTIFIKAT
CH REP 1SO 9001

UK Registration
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SHIPPING CONTAINERS

Shipping Containers

Efficient quantity of devices per shipping container. All shipping containers are
responsibly sourced from supplers who uses the highest level of environmentally
friendly materials on the market in their products.

32x23x25cm 44 x 32 x 25 57 x 38 x 38 57 x 37 x 54
702-2K 120 240 560 910
702-5K 150 300 680 1020
702-20K 240 480 1200 1800
710-1K 60 120 280 455
710-2K 120 240 560 910
710-5K 150 300 680 1020
710R-1K 60 120 280 455
710R-2K 120 240 560 910
710R-5K 150 300 680 1020
711-1K 60 120 280 455
711-2K 120 240 560 910
711-5K 150 300 680 1020
740-25K 925 1775 5000 7500
740-100K 1200 2400 6000 9000
760-1K 12 24 60 90
760R-1K 12 24 60 90
770-1K 12 24 60 90
760-1KF 16 52 78
760R-1KF 16 52 78
770-1KF 16 52 78

Fogless International AB - Storgatan 24 - SE-567 32 Vaggeryd Sweden
Phone +46(0)36 14 41 00 - Fax +46(0)36 14 41 16 - mail@fogless.se - foglesshealth.com
Corporate identity number - 556372-7717
VAT No. SE556372771701 IBAN SE25 6000 0000 0004 4928 8668 SWIFT/BIC: HANDSESS
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