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EK®EzH EAErXOY / TEST REPORT No. 1K.19.0017

EpyaoTipio/ Laboratory: ~ EMM-EpyaoTiipio EAéyxwv kata ATP/ NTU of Athens ATP Testing Lahoratory

Awdfuvan Hpwwy MoAutexveiou 9, 15780 ABriva MoAutexveloumoAn Zwypdgou /
/ Address: .9 Heroon Politechniou Str. GR-15780 NTUA Zografou Athens
Aokipio looBepuikd KiIBwTIO Oeipdg Senso diaotdo.(mm) 335x262x221 efwrt., 180x180x105 cowr.,

/specimen:  €§wT.0ykou 19.4 It, kaBapou dykou popTWONG 3.4 It

Isothermal container Ambient IQ of outside dimensions (mm) 335x262x221 and inside 180x180x105,
ext.volume 19.4 It net load volume 3.4 It

KWBIKOG NSO A I e
/ code:

EvToAod6Tng B. & K. Koukkog AEBE, 10 xAp E.O.Zxnuarapiou-XaAkidag, 32009 Zxnparapi BoiwTiag

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

AvTikeipevo evToAng Aok looBeppikwv  KiBwriwv oUp@wva pe v péBodo AFNOR NF S99-700:2007

/ Scope of the order: Bdoer 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

M£BoBog péTpnong AFNOR NF S99-700:2007 looBeppikd kai WukTikd doxeia yia mpoidvra uvyeiag - MéBodog

Jtest method: TpoidvTwv Bepuikig amoédoong / Isothermal and cooling boxes for health products -
thermal performance qualification method

OAIK) aBeBaidTnTa BEPHOUETPWY HIKPOTEPN ATTO 0.5 K yia To Sidotnua -30°C éwg +50°C
/ total uncertainty of temperature recorders less than: /range - 30° C till +50° C

To EpyaoTipio EAéyxwyv ATP eival Siamoreupévo kard ISO 17025 kal 6Aa Ta xpnoipoTroloUpeva BeppopeTpa eival SlakpiBwéva.

XpnoigoTToloUHEVa - - Ap18udg TIoTOTTOINTIKOU . Hpep. emmopevng
i Zeiplakoi apibpoi/ ) Huep. Siakpifwong/
g::ac:;?rl;;’pa/ Waiing Serial numbers : :;‘;ng;?nq Cetificate of Date of calibration: ::;':gg?;:;:}gfate of
Keytag Logger T135 CAL 2019037135 03.2019 03.2020
Keytag Logger T141 CAL 2019037141 03.2019 03.2020

H Sokipn £yive pe ARpeg @oprio (AngimpdéBeopa TTPoidvTa ) Kal TTPAYHATOTTOINONKE HE TUVEXH KATAypaAPr TNG
Beppokpaciag oTo owWTEPIKS Kal EWTEPIKS TOU XWPou TTARPpWOoNS o cuvolikd 2 anpusia avd 5 min / The tost
was performed with a full load (outdated products) and with continual temperature recording every 5 mins at 2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 KiBwriou Senso 4 It rpog Aokipn /
Preparation of Isothermal box Senso 4 It or testing

Nepiypagn/Description TOnog/Type Fpp/gr |Tux/No TMpoegToipacia / Preparation
MayokuoTn Plastica yia 48h -20°C, avapovr] 45 AeTrTd oe Bepuokpaacia
XPWHATOG WTTAE, TTAACTIKO Swpariou TpIv TNV Xprion kard dfAwon Tng eTaipeiag
mepiBAnua / Cool pack Plastica 350 2 B. & K. Koukkog AEBE / for 48h -20°C, 45 min stay
Plastica blue colour, plastic at room temperature before use according to B.& K.
casing Koukkos SA company statement

ZeAida 1 amo 4
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AiaoTnpa Ekkivnon Sokipig WPEG Oeppokpacia @aAduou °C
/Segment / start of test / hours / Test Chamber temperature
1 20.09.2019 13:25 03:00 15
2 20.09.2019 16:25 04:00 10
3 20.09.2019 20:25 09:00 12
< 21.09.2019 05:25 08:00 8
5 21.09.2019 13:25 04:00 10
6 21.09.2019 17:25 03:00 12
7 21.09.2019 20:25 09:00 8
8 22.09.2019 05:25 08:00 10
9 22.09.2019 13:25
Argn dokipng
/ end of test

Maparnpnoeig/ Remarks :

MNpoeToipacia looBeppikou KiBwriou rpog Aokiur / Preparation of Isothermal box for testing

Ma v cuykekpipévn pétpnon xpnoipotromnenkav 2 Tepdyia TayokuoTteg 350 yp Plastica xpwparog PirAe pe TTAQCTIKO
mepiBAnua ot Bsppokpacia -20°C yia 48h UoTepa amd Trapapovr| Toug yia 45 min o€ Beppokpacia Swpariou Katd
dnAwon Tng eTaipiag B. & K. Koukkog AEBE. To K.Qapudkwv @opTwenke ue Angimpddeopa poidvra Bepuokpaciag 2-
8°C ka1 TomoBeTBNKe 1 KaTaypagikd amd to EMM ot péon tou kiBwriou. TN CUVEXEID ToTroBeTrBNKAV OTO
1006eppIKd KIBWTIO e OEIPA aTTd KATW TTPOG Ta Trdvw To KouTi gappdkwy, 1 ayokuotn 350 yp Plastica xpwparog
HTTAE TTAQOTIKG TrEPIBANpa o€ Beppokpaagia -20°C apioTepd Tou koutioU Kal 1 Trayokuotn 350 yp Plastica xpwpuarog
pTTAe TTAQOTIKO TTEPIBANUA ot Beppokpacia -20°C Ge§id Tou KOUTIOU QAPHAKWY, VW TEAOG TOTTOBETEITAI EPUNTIKA TO
KATTaK! Kalr o@payidetal To eEWTEPIKG KIBWTIO PE AUTOKOAANTN TaIviaL.

/ for the specific measurement 2 cool packs of 350 gr Plastica blue colour plastic casing at a temperature of -20°C
for 48h after a stay for 45min at room temperature were used according to company B.& K. Koukkos SA statement .
The intemal container was loaded with outdated pharmaceutical products at a temperature of 2-8°C and 1
temperature recorder was placed in the middle of the box. Afterwards inside the isothermal container were placed
from bottom to top: the container, 1 cool pack 350 gr Plastica blue colour plastic casing at a temperature of -20°C on
the left side and 1 cool pack on 350 gr Plastica blue colour plastic casing at a temperature of -200C the right side of
the box and finally, the lid was tightly placed and the external box was tape sealed.

ZeAida 2 armo 4
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° 1 1 Kamdki oppdyiong PU /
= PU lid

2 2 2 NMayokuoTeg Plastica 350 ypp ot Beppokpacia -20°C
2 cool packs Plastica 350 grm at lemperature -20°C

---- = 3 3 Kipwrio eéptwaong /
net payload box

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

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

6  E€wrepikd KIBWTIo TG 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
Alaypappa BeppoKpaci®v evrog Oalapou AoKIHNG
/ Temperatures diagramm inside Test Chamber
Karavopr 6epuouETpwyv / thermometers distribution
T141 6aAapog dokipwy / test chamber
T135 e0WTEPIKA WETN/ inside middle box
‘EBywveong:. 23_05_?_201-9. __________________ Ymet0uvog eAéyxwv/ Testing Responsible
We . 7 e AOfva, Zwypdgou Stk B
TJK XON A.T.P,
nonole o T?n K‘ﬁ L T
ZeAida 4 amd 4

AZTHPI XON | - Hpwowv MoAutexveiou 9, 16780 MoAutexveiodTroAn Zwypdgou ABAva
ATP ‘FE&TING LABORATOR -9 Heroon Polytechniou Str. GR-15780 Zografou Campus-Athens




