For your patient service

and your clinical research:

The world's only secure
cool bags for medicine:

- no risk of hecoming frezen through direct contact with ice packs
- longest cooling duration in the prescribed temperature range

*tested by TUV Rheinland

(voluntary testing, effectiveness tested)

The TUV is the most important independend testing and control organization for qua-
lity assessment and for the safety of products and the environment

www.cool-safe.com



COOL*SAFE 1s recomended

In the expert's and consumer press

Article from "Arzte-Zeitung”

Germany's most important daily newspaper for phycicians and internists
Issue 26, Tuesday, 14. February 2012

"COOL*SAFE medical cool bags meet

the most important requirements
for the preservation of drugs

subject to cold chain protection.”

“The preservation of medicine in a hot car or bus, when
going shopping, hiking, trekking or at the beach is
risky without an adequate cool bag.

Article in the magazine "Fliege”

Issue August 2012 Only the COOL*SAFE cool bags from Artemed products
could fulfill the most important criteria for a

safe transport of medication.”



[V For a secure transport of blood and pap smear samples
* from the doctor to the laboratory
* from the clinic to the laboratory
* for home visits or visits of rest homes

B For a secure transport of drugs
* from the pharmacy to the patient's refridgerator
* from the hospital to the patient's refridgerator (primary care)
* for vaccination programs in schools
* for home visits or visits of rest homes

For a secure transport of test stripes
D * CAVE: Duty of cooling for many test stripes! E. g. all blood sugar test stripes!

With COOL*SAFE you fulfill the
legal requirements
for the sustainment of the cold chain !



Many existing cool bags, using

iIce packs until now were inadequate

Risks of those cool bags:

e Danger of medication becoming frozen caused by direct contact with
ice packs or inadequate insulation (+ inadequate product-design)

¢ Freezing of medicine may irreparably damage the molecular structure
of medicine.

Possible consequence:
for medication: loss of their efficacy!
for blood: unusable measurement results!

Temperature profile” of these cool bags

area in which the cooling M area in which the cooling == Temperature profile
falls below 2° C falls below 0° C

PARAM-cool bag PZN: 4864335 ® Haselmeier-cool bag PZN: 2160251

time (hours) | - time (hours)

ARDO-cool bag PZN: 6138739 ° fridge-to-go-cool bag

=9,6 -
time (hours)| -10- time (hours)

* These results are based on our measurements, directly on the medication using calibrated measuring instruments:
outside temperature: 20° C, medication: 7° C starting temperature, ice pack -16° C starting temperature and at least
12 hours in freezer



Risky promotion gifts
from the pharma industry

The pharmaceutical industry gives for marke-
ting purposes cool bags to doctors, hospitals
and also pharmacies, which do not meet their
own requirements to the duty of the cold
chain of their drugs.

Such bags are

Cave: You are liable for
I the use, disposal or I
worthless. recommendation of
] unpropriate bags. H
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Consequences of incorrect cooling of medicine

which is subject to cold(-chain) protection

A lot of medicine that is subject to cold and cold-chain protection must be
stored or transported in temperatures ranges between + 2° C and + 8° C,
permanently.

Possible consequences of incorrect cooling:

+12
10 Too high temperatures (e. g. summer heat in a car)*
e Irreparable changes of substances or excipients caused by

*8*: denaturation (medicine changes its molecular structure)

+5§ e Impairment up to complete damage of drug

+4 e Serious unpredictable and unwanted side effects

.

0 1

C

8

+8 Temperatures below 0 degrees caused by unqualified cool bags
+e§ e Danger of fissures in ampullae and syringe
+4§ e Ingress of toxins or infectious agents into the substance
+2§ e Irreparable changes of substances or excipients caused
_ by denaturation (medicine changes its molecular structure)

e Impairment up to complete damage of drug

e Serious unpredictable and unwanted side effects

-4
G *see package insert of the respective medicine or test strips

11



12

With COOL*SAFE®

you're on the safe side

(000 4AFE

medical cool bag and cooling trolley

E( No falling below the + 2° C threshold surrounding the medicine
(no becoming frozen caused by ice packs)!

E( Best result in terms of cooling duration ( cooling trolley: even 25 hours!)

* TOV Rheinland measurement at +20° C, medication: + 7° C starting temperature, ice pack -16° C starting temperature and at least 12 hours in freezer
These measurements have been done with one kind of drug. Of course the TUV cannot test the cool bag with all existing
medicines, therefore differences in the cooling duration can occur with other drugs.
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encee @UL
T testey:
medical cool bag Basic
EAN: 4260.1361.70022

*tested by TUV Rheinland

(voluntary testing, effectiveness tested)

The TUV is the most important independend testing and control organization
for quality assessment and for the safety of products and the environment

www.cool-safe.com
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EAN: 4260.1361.70022

[)) Eé” " medical cool bag Basic

The TUV Rheinland has tested and confirms: With the COOL*SAFE® cool bags cold(-chain) medicine
stays cool for hours on end. At the same time the medication is optimally protected from the risk of
becoming frozen caused by ice packs.

High quality coupled with functionality and stylish look are the features of the COOL*SAFE® cool bag.

With its low weight the cool bag is very easy to handle and is convenient to take just anywhere. We have
deliberately opted for a light colour, so as to prevent attracting the sunlight and any unnecessary warming
up of the bag. Its classic and attractive design makes the COOL*SAFE® cool bag a cool companion for all age
groups.

The COOL*SAFE® cool bag is delivered with 6 gel packs.

This medicine cool bag is well-made from quality materials:

Safety:

e safe transport of medicine
= protection against freezing caused by ice packs
= offering many hours of cooling

e reflective material
= reduced warming from sunlight

¢ pollutant-free materials,
tested by an independent laboratory

Comfort:
e carrying strap

= additional carrying comfort is ensured
e low weight

Design and size:

e light colour
= attracts less sunlight which means
less warm-up

¢ high-quality material
e classic, attractive design

= cool companion for all age groups,
also liked by children

e elastic medication storage space (16 x 4 x 14,5 cm (W/D/H))
= different kind of package sizes (z. B. 17,8 x 3,8 cm or 7x7x15 cm) also fit.

Best result in

Cooling duration 2° C to 8° C, 20° C outside temperature approx. 17.40 hours** ¢ i

Cooling duration 2° C to 8° C, 30° C outside temperature approx. 11.25 hours** terms_ 0 *COO Ing
: : : duration™!

Cooling duration 2° C to 8° C, 20° C outside temperature approx. 6.20 hours** *TOV Rheinland

** These measurements

; ; ) o o i * % have been done with
Cooling duration 2° C to 15° C, 20° C outside temperature approx. 22.85 hours one kind of drug. OF
Cooling duration 2° C to 15° C, 30° C outside temperature approx. 13.42 hours** course the TUV cannot

test the cool bag with
Cooling duration 2° C to 15° C, 40° C outside temperature approx. 8.85 hours** all existing medicines,

therefore differences in
the cooling duration can
Size 22 x 18 x 20 cm (W/D/H) occur with other drugs.

Size of medication storage space look at point “Design and size™

Weight without gel packs 0.380 kg

Weight incl. 6 COOL*SAFE® gel packs 1.25 kg

The image shown may differ slightly from the original bag.
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Cooling trolley ,3 in 1°
EAN: 4260.1361.70398

www.cool-safe.com
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: > > k; ) Cooling trolley ,3 In 1°

For the comfortable and safe transport of transport of large number of medicine which are subject to a cold
chain, e.g. for sales force or the transport of blood: With COOL*SAFE® cool bags cold(-chain) the transport
goods stay cool for many hours.

At the same time the medicine and blood is optimally protected from the risk of becoming frozen caused by
ice packs. High quality coupled with functionality and stylish look are the features of the COOL*SAFE® trolley
»3in1",

~»3 inl” means:

1. For warm months: Cooling function (cooled with gel packs) for medicine or blood that is sb-
ject to cold and cold-chain protection. It offers a medication storage space with a size of e. g.: 30
cm x 14,5 cm x 22 cm (W/D/H).

2. For winter months: Protective function against minus temperatures of the environment temperature.

3. Stylish trolley for transporting normal things for journey. (without protective function of cooling func-
tion)

The trolley has different kinds of compartments. Furthermore one can carry the bag also n the carrying
straps or the handles. This trolley is hand made from high quality materials. Laterally on the outside there
is a transparent pocket, e. g. for a name tag.

With its low weight the trolley is esy to handle and convenient to tke just anywhere - also in pedestrian
areas. We have deliberately opted for a light colour, so as tp prevent attracting the sunlight and any un-
necessary warming up of the trolley. Its classic and attractive design makes the COOL*SAFE®-trolley to a
cool compaion.

The COOL*SAFE® medicine cooling trolley ,,3 in 1" is delivered with 10 COOL*SAFE® gel packs.

Comfort:
e Many hours of cooling in the temperature range of +2° Cto + 8° C (35.6° F to 46.4° F)
Cooling duration, 20° C/68° F outside temperature:

e Many hours of cooling in the temperature range of +2° Cto + 15° C (35.6° F to 59° F)
Cooling duration, 20° C/68° F outside temperature:
e Carrying straps
= additional carrying comfort is ensured
e Low weight

Safety:

o safe transport of medicine and blood

protection against freezing caused by ice packs in summer
protection against freezing in winter

= protection against warming in summer

e reflective material
= reduced warming from sunlight

e pollutant-free materials,
tested by an independent laboratory

Design und GroBe:

e light colour
= attracts less sunlight which means
less warm-up

e high-quality material
e classic, attractive design
e Size: 58 cm x 25 cm x 37 cm (W/D/H)

¢ Flexible medication and blood storage space (30 cm x 14,5 cm x 22 cm (W/D/H))

The size of this storage space can be adapted to the requirements of your sales force.

** These measurements have been done with one kind of drug. Of course the TUV cannot test the cool bag with all existing medicines,
therefore differences in the cooling duration can occur with other drugs.
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Article in the "Arzte-Zeitung”

Germany's largest and most important daily journal for physicians

Issue 26, Tuesday, 14. Februar 2012

Save on the way with insulin and test stripes

COOL*SAFE medical cool bags meet the most important requirements in order to car-
ry along drugs subject to cold chain protection. On one hand they keep the
medication cool, but they refrain the medication from becoming frozen and
therefore from the risk of damage of substances. In hitherto existing cool
bags and diabetic cases there is the danger of such a frost. Especially insulin
should not be exposed temperatures less than 2° C and should in no case come
in for temperatures less than 0° €. Because then the creation of fibrils occurs
whereby the biological force gets lost.

These cool bags with gel packs are proved by the TUV-Rheinland and are available
in pharmacies. The bags are also available as back packs and lady bag. They keep
the medication or test stripes in the prescribed temperature range for many hours.
www.cool-safe.com

Expert report in the “Arzte-Zeitung’
Issue 56, 27. March 2012

Excerp of the article by Prof. Hellmuth Mehnert,
World leading expert on diabetes

“INell advised diabetic patients can travel anywhere today

... Patients with insulin therapie should know ... that the temperature in insuline should not
exceed 25° C"... “It is therefore recommended in hot areas to store insulin in
cool bags. The hormone has to be kept in the right temperature range. Most
cool bags don‘t meet the right cooling requirements because the hormone also
looses its impact in too low temperatures.

The pharma companies recommend an optimal storage temperature for insulin
of 2 to 8° C. If the temperature is less there is the danger that the insulin and
the suspension will freeze partly or completely.” ... "Further possible problems are
capillary cracks in ampullas or syringes, which allow toxines or infectious agents to
infiltrate, caused by the inadequate storage and transport of insulin.”...



Article in the magazine "Diabetes Journal
Germany's most important journal for diabetes
Issue 6/2012

“Cool bags
Save cooling of insulin during travel

Whomever is traveling and wants to keep insulin or other drugs permanently cool, may
now use the medical cool bag ,Cool Safe”. According to the manufacturer Artemed pro-
ducts the bag contains a particular inner pouch and a special insolation that prevent the
drugs from freezing. Additionally it keeps cool between +2° C and +8° C for many hours. Both
characteristics have been evaluated and confirmed by the TUV Rheinland.

Expert in diabetics and former chief editor Prof. Dr. Hellmut Mehnert informs that
temperatures less than 0° C lead to insulin freezing and therefore change of the mo-
lecular structure and render it ineffectual. Comparahle results occur for temperatu-
res higher than 40° C. Here don't execute all-or-nothing-reactions, but the changes
occur step by step. Another danger with deeper temperatures describes Mehnert:
Hair-line cracks may occur in the ampullas or cartridges, so that toxicants and
infectious agents can enter.” ...

“With the Cool-Safe medical cool bag Basic, the Cool-Safe backpack PRO or any other model
insulin can be transported cool during your trip.”

Report in the membership magazine of BKK
Health insurance BKK, N° 3/ June 2012, to 2,6 mio. households

,»0 your drugs are on the safe side

B Dbt
Optimal cooling - optimal effect !
So Si'nd lhre
der sicharen sete Many patients have to use drugs which
Optimale Kiihlung — optimale Wirkung! have to be cooled or kept in a cold chain.”
e diese AameImIel am besten SEiagert wergen, esondurswean man untarwegs st und die ... ,/f you are on the road and have to take

Medizin mitnehmen muss, und was es dabei zu beachten gibt, erfahren Sie hier.

the medication with you here are some
things to consider” ..."In Germany there
are approx. 2.000 drugs that have
to be cooled and approx. 250 drugs
which are subject to a cold chain.
Drugs which have to he cooled, like in-
sulin may only withstand temperatures
of more than 8 °C for short periods of
time and in contrast drugs which are
subject to a cold chain (e.g. TNF-
hlocker for rheumatics) have to he
stored all the time and ahsolutely in
the temperature range of +2°Ca+8°C.

For both groups of medicine it is however very essentially that they may not be transported
or stored less than 0° C. Minus temperatures let the substances freeze.” ... ,Equally most
of the time, solar heat is underestimated. A measurement result in an insulin pen, packed
in an uncooled diabetic carrying case, at the temperature of 30 °C (normal sun exposure)
showed that the inner temperature of the pen increased to more than 50 °C in 8 minutes!

n Deutschland gibtes etwa 2.000 kiihl-  Die richtige Tasche macht’s!
pflichtige i 250 kiihlketten- .
pflichtige Me: e. Kihlpfiichtige

e n

The right bag makes the difference !

You should have the right cool bag for your sensitive drugs on journeys, leisure time, at the
work place or on your way home from your pharmacy, because not every cool bag is suitable
for the transport or storage of those kind of drugs. The German TUV Rheinland tested recently
several medical cool bags with ice packs, which are also available in pharmacies. Only the
COOL*SAFE bags held the temperatures in the right range and even for an extended period
of time. With an outside temperature of +20 °C these cool bags cool drugs for a period of
17.4 hours in the ideal temperature range. All other bags let the temperature fall partly far
below the freeze point, resulting in damage to the drug!

Be at all costs beware of the prescribed cooling when you transport medicines. Then you don't
suffer under possible unnecessary side-effects or even a lost of effectiveness fraught with risks.



Article in the magazine "Fliege” Article in the magazine ,Heim & Welt”

Mr. Fliege is a famous TV pastor in Germany Issue 21 May 2013
lssue August 2012

Be careful on holiday!
Drugs need adequate
protection against
overheating

Carrying along drugs in a hot car or bus,
when going shopping, hiking, trekking or
at the beach is risky without an adequa-
te cool bag. In very few minutes medica-
tion and test stripes can get too warm.
Measurements showed that drugs can
overheat in between 8 minutes, when
they are in a normal case, although the-
re is normal solar radiation and an out-
side temperature of + 30 °C. This can
lead to the lost of effectiveness of drugs
and to the wrong measurement results
of test stripes. You can also not trust

other cool bags with ice packs accor- ' ' -

ding to & study of the TOV-Rheinland. Naot only be careful during your holiday - also at home
Only the COOL*SAFE cool bags from nUMerous danger‘s dre Iurklng

Artemed products could fulfill the Drugs like neather heat nor humidity

most important criteria for a safe
transport of medication.



