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EpyacoTipio / Laboratory : EMIN-EpyaocTrpio EAéyxwv kard ATP/ NTU of Athens ATP Testing Laboratory
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Auiuvon Hpwwy MoAutexveiou 9, 15780 ABrva MoAutexveloimroAn Zwypdgov/
e .9 Heroon Politechniou Str. GR-15780 NTUA Zografou Athens . ...
Aokipio looBeppiké kIBWTIO Oelpdg Senso diaoTdo.(mm) 335x262x221 efwr., 185x180x100 eowr.,

/specimen:  e§wT.0ykou 19.4 It, kaBapou éykou pépTwaong 3.30 It
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/ code:

EvToAo86Tng B. & K. Koukkog AEBE, 10 xAp E.O.XZxnparapiou-XaAkidag, 32009 Zxnuarapi Boiwriag

Submitted by:  B. & K. Koukkos SA, 1st km N.R.Schimatari-Halkida, 32009 Schimatari Voiotias

AVTIKEIHEVO EVTOARG Aoxipry looBeppikiv  KiBwriwv olpewva pe v péBodo AFNOR NF S99-700:2007

/ Scope of the order: Bdoel Mivaka F.1 N® ST-48-a TEMPERATURE PROFILE / Measurement of Isothermal
Containers according to AFNOR NF S99-700:2007 according to Table F.1 N° ST-48-a
TEMPERATURE PROFILE

MéBodog péTpnong AFNOR NF S99-700:2007 lgoBepuikd kai WukTikd doxeia yia Tpoiévra uyeiag - MéBodog

Jtest method: TpoidvTwy Beppikng amddoong / Isothermal and cooling boxes for health products -
thermal performance qualification method

OAIKA aBeBaidTNTA BEPUOPETPWY HIKPOTEPN OTTO 0.5 K yia 1o idotnpa -30°C £wg +50°C
/ total uncertainty of temperature recorders less than: /range - 30° C till +50° C

To Epyactiipio EAéyxwv ATP cival diamoTeupévo katd ISO 17025 kai 6Aa Ta xpnaoiyotroloUpeva BeppdpeTpa gival SiakpiBwpéva.

Xpnoipotrololpeva : Ap1Bubg TIoTOTTOINTIKOU . Huep. emépevng
5 : Zeipiakoi apiBpoi/ > j Huep. diakpifwong/
eepuoptTPu/ Working Sanalumbers: 6m‘xp||?fwcng/ Cetificate of Date of calibration: Gluxpiagor!g/ Date of
Standards: calibration: next calibration:
Keytag Logger T134 CAL 201903T134 03.2019 03.2020
Keytag Logger T131 CAL 2019037131 03.2019 03.2020

H Sokipry €yive pe TARpeS @optio (An&impdBecpa TrpoidvTa ) Kal TTPAYHATOTTOINONKE WE OUVEXH Karaypa@n Tng
BepHOKPACIAg OTO ECWTEPIKO Kal EEWTEPIKO TOU XWpPoUu TTARpWONG Ot OUVOAIKA 2 onueia avd 5 min / The test was
performed with a full load (outdated products) and with continual temperature recording every 5 mins at 2 points inside
and outside the isothermal container

MpocToipacia looBeppikol KiBwrtiou Senso 4 It rpog Aokipn /
Preparation of Isothermal box Senso 4 It or testing

NMepiypagn/Description|  Tunog/Type pp/gr |[Tux/No MposgToigacia / Preparation
MayokuoTn Plastica -20°C yia 48h, avapovr] 30 AeTTTd o Beppokpaaia
XPWHATOG PTTAE, TTAQOTIKO Swyariou TPIV TNV Xpron katd diAwaon g eTaipeiag
trepiBAnua / Cool pack Plastica 500 3 B. & K. Koukkog AEBE / -20°C for 48h, 30 min stay
Plastica blue colour, plastic at room temperature before use according to B.& K.
casing Koukkos SA company statement

ZeAida 1 amd 4
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EKOEZH EAErXO0Y / TEST REPORT No. IK.19.0015

AiaoTnpa Ekkivnon Sokiprg WPEG Oeppokpacia @ardpou °C
/Segment / start of test / hours / Test Chamber temperature
1 13.09.2019 13:50 03:00 22
2 13.09.2019 16:50 04:00 28
3 13.09.2019 20:50 09:00 22
<4 14.09.2019 05:50 08:00 28
5 14.09.2019 13:50 04:00 40
6 14.09.2019 17:50 03:00 28
7 14.09.2019 20:50 09:00 22
8 15.09.2019 05:50 08:00 25
9 15.09.2019 13:50
ARgn Sokipng
/ end of test

Naparnprosig/ Remarks :  Amo 1ic 48 wpeg TS SoKIWAS {NTABNKE va amodoBoly =37 WPES

From 48 hours of the measurement =37 hours are asked fo be shown

MpoceToipacia looBeppikol Kiwriou pog Aokipr / Preparation of Isothermal box for testing

Ma v ouykekpipgévn PéTpnon xpnoigotroiidnkav 3 tepdyia ayokuoTeg 500 yp Plastica xpwparog ptrAe pe AQoTIKO
TepiBAnpa oe Beppokpacia -20°C yia 48h UoTtepa améd Tapapovr Toug yia 30 min og Beppokpacia dwyariou Katd
onAwon g etaipiag B. & K. KoUkkog AEBE. To kifwrio @appdkwv @opTtwénke pe AngmmpoéBeopa Tpoidvra
Beppokpaciag 2-80C kal TomoBeTABNKE 1 Kataypapikd amd 1o EMIM oTo Kdtw péPog Tou KIBWwTIoU Kal 1 Kataypa@ikéd
a6 1o EMIM o1o dvw pépog Tou KIBwTiou. ZTn CUVEXEIX TOTTOBETABNKAV OTO IC0BEPUIKO KIBWTIO PE OEIPA ATTO KATW
TPOG Ta TTAVW : TO KoOuTi @appdkwv, 1 tayokuotn 500 yp Plastica xpwpatog pmAe TAaoTikKO TeEPiBAnUa o€
Beppokpacia -20°C apioTepd Tou kouTioU , 1 TrayokuoTtn de§id kai 1 ayokUoTn 500 yp Plastica xpwuarog PtrAe
TAaoTIKO TEPIBANpa og Beppokpaaia -20°C emdvw OTO KOUTI QapUAKWY, VW TEAOG TOTTOBETEITAI EPUNTIKA TO KATTCKI
Kal o@payiZeTal To eEWTEPIKO KIBWTIO HE QUTOKOAANTN TaIvia.

/ for the specific measurement 3 cool packs of 500 gr Plastica blue colour plastic casing at a temperature of -
20°C for 48h after a stay for 30min at room temperature were used according to company B.& K. Koukkos SA
statement . The internal container was loaded with outdated pharmaceutical products at a temperature of 2-8°C and 1
temperature recorder was placed in the bottom of the box and 1 temperature recorder was placed on the upper side of
the box. Afterwards inside the isothermal container were placed from bottom to top: the container, 1 cool pack 500 gr
Plastica blue colour plastic casing at a temperature of -20°C on the left side, 1 cool pack on the right side and 1 cool
pack 500 gr Plastica blue colour plastic casing at a temperature of -200C on top of the box and finally, the lid was
tightly placed and the external box was tape sealed.

ZeAida 2 atmé 4
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EKOEZH EAEMXOY / TEST REPORT No. IK.19.0015

- s 1 1 Kamdki oppdyiong PU /
R ' PU lid

2 2 3 MayokuoTeg Plastica 500 ypp og Bgppokpacia -20°C
3 cool packs Plastica 500 grm at temperature -20°C

3 3  KiBwrio péprwong /
net payload box

4  aomida ¢ B.& K. Koukkos SA
shield of B.& K. Koukkos SA

5  Aidragn mAakwy TToAuoupeBavng Traxoug 30mm/
Setup of PU plates thickness 30mm

6  E&wrepikd kifwrio g B.& K. Koukkos SA
External carton box of B.& K. Koukkos SA

ZeAida 3 amé 4
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Hpepopnvia kai Qpa/ Date and Time

Aiaypappa Beppokpaci®v evrog @aAdpou AoKIpng
/ Temperatures diagramm inside Test Chamber

Katavopn 8spuopETpwyV / thermometers distribution
T131 6aAapog dokipwy / test chamber
T134 sowTepIka Avw/ inside upper box

‘EyIVE OTIG; 23.09.2019 Y1reuBuvog eAéyxwv/ Testing Responsible
------------------------------------------------- EONIKO METE0BTO HOAVIEXNEID
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Sehida 4 amé 4
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