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Data Logger
Systems

Flexible data logger systems for the thermal process
validation

ebro provides flexible measuring and documentation systems for the validation of various thermal processes.
The reliable systems include easy to managing wireless radio or mini-data logger EBI 10 and EBI 11 series,
which are placed directly in the process, as well as a software to process validation.

We also offer you a system for wired online measurement with up to 12 thermocouples with the EBI 40. An
online measurement is also possible with the radio logger of EBI 10 series.

Our data loggers offer a wide variety to validate processes in the medical field, the pharmaceutical industry
and the food industry.

e \Washer-disinfectors e Blood banks e Pasteurization
e Washer-disinfectors for * Medicine refrigerators e Spiral-cooker/ cooler
endoscopes e Laboratories e Transport facilities
e Bed pan washers e Freezers e Refrigerators
e Steam sterilizers e Stability chambers ¢  Smoke chambers
e Qas sterilizers ¢ Cold storage e Ovens
Ethylene oxide e Validation of store houses e Full water autoclaves

Formaldehyde
H,O,

* |ncubators

e Retorts
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Temperature Data Logger EBI 10-T

The EBI 10 temperature data logger is in various models available.
Whether with one sensor, with two sensors or with four sensors. Different
technologies of the probes opens a wide field of applications.

The loggers are fitted with flexible metal probes or highly flexible cable
sensors.

Characteristics: S

e Pt 1000 technology for high Sensor diameter <2 mm

accuracy and long term stability

e  Online measurement possible
e Up to four temperature sensors
per logger

e Wide temperature range
-85°C ... +400 °C

e Battery replaceable
e Calibration by user

e Conform DIN EN ISO 17665

and DIN EN ISO 15883
e Accuracy = 0.1K

e Sampling rate 250 ms
e Probe length up to 1200 mm

e Response time tgg <2 sec

Temperature / Pressure Data Logger EBI 10-TP

The EBI 10 temperature / pressure data logger is in various models
available. The pressure connection is a "LUERLOCK" plug. The additional
temperature recording can be with one sensor, two sensors or with three
sensors.

A different technology in the design of the temperature sensor and
pressure sensor opens a wide field of application and temperature

range.
The pressure sensor is temperature compensated. y =
|I|I {
Characteristics: \ \\._
e Piezo-resistive pressure sensor ® Accuracy 0.1 K/ = 10mbar ==
with temperature compensation Sampling rate 250 ms .

e  Pressure sensor ,LUERLOCK", as

e Probe length up to 1200 mm
M10 hose connector or as

. e R nse tim <2
ambient pressure sensor esponse time tog <2 sec

e Pt 1000 technology for high * Sensor diameter <2 mm

accuracy and long term stability ®  Online measurement possible

e Up to three temperature e Battery replaceable
sensors per logger e Calibration by user

*  Wide temperature range e Conform DIN EN ISO 17665
0°C...+150° and DIN EN ISO 15883

e Pressurerange 1 ... 4000 mbar



Precision Pressure Logger EBI 10-TP X9X for Gas Sterilizations Processes

The EBI 10-TP X9X pressure / temperature logger is developed for a precise measurement
of pressure and temperature in low pressure sterilization processes. The data logger is
specially designed for accurate measurement from 0.1 mbar.

Characteristics:

e Continuous pressure e Range 0.1 ...1050 mbar e High accurate pressure and

monitoring in H,O, (plasma), temperature measurement in

e Accuracy £0.25 mbar
formaldehyde and ethylene low-pressure processes

oxide sterilization processes e Different configurations

available

Temperature / Humidity Data Logger EBI 10-TH100

EBI 10-TH100 temperature / humidity logger is designed for accurate measurement of
moisture in different environments. The humidity and the temperature sensor are arranged
under the removable stainless steel-sinter-cap.

The sensor element is replaceable by user and replacement sensors are delivered calibrated.

Characteristics:
e Capacitive polymer sensorfor e  Wide humidity range e Online measurement possible
precise measurement of 0...100 % rH e Battery replaceable
humidit .
y * Wide temperature range e Exchangeable sensor, factory
e Humidity sensor resistant to -40°C ... +85°C calibrated
aggressive environment e Accuracy =0.1 K/ %2 % rH

e Calibration by user
e Pt 1000 Technology for high

e Sampling rate 1 sec
accuracy and long term stability

Bowie-Dick-Test Logger EBI 16

The EBI 16 determines reliably and reproducibly the physical parameters for steam
sterilization. This innovative electronic testing system creates a high precision, computer based
measurement analysis, for a safe sterilization control.

Characteristics:
e Reliable: clear, reproducible ®  Accurate: high-resolution e Secure: digital data recording
measurement results graphical cycle display and storage
e Easy: to use and evaluate
Applications:
e Vacuum test e Conform to towel pack DIN EN

e Steam penetration as alternative 285and DINENISO 11140-4

electronic Bowie-Dick test



Temperature Data Logger and Temperature / Pressure Data Logger
EBI 11-T and EBI 11-TP

The EBI 11 mini-temperature data logger and the EBI 11
temperature / pressure logger are designed for tight spaces.

Whether with a temperature probe or as a temperature / pressure 7

logger, through the various versions of the sensor opens up a wide W

field of application as well as temperature and pressure range. \\ //

The temperature logger is equipped with rigid or flexible metal

probe. 1

The pressure logger has an internal temperature sensor. 1 I "
Characteristics: ! m ﬂl
e Diameteronly 16.5 mm ® Pressure connection e Sensor diameter <2 mm

e Pt 1000 Technology for high "LUERLOCK’, as M5 hose e Battery replaceable

accuracy and long term stability connector or as ambient e Calibration by user
pressure sensor y

e Wide temperature range e Conf DIN EN ISO 17665
o o * Accuracy £0.1 K/£15 mbar enrorm
-30°C ... +150 °C y and DIN EN ISO 15883

e Wide pressure range * Samplingrate 1 sec

1...10000 mbar e Probe length up to 500 mm

Interface EBI-IF

The ebro data logger system and the software Winlog.validation is designed for an intuitive and easy use. This
include the interface. It can be connected to the PC with a free USB port. The software recognizes automatically
the connected interface.

Up to seven Interface are usable with the Winlog.validation.

Characteristics:

e EBIIF 100, one EBI 10 and one EBI 11 e Power supply from USB Port

e EBIIF 150, one EBI 10 or one EBI 16 e Status displayed by Multicolor LED
e EBIIF 200, up to four EBI 10
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EBI'IF100 EBIIF150 EBI'IF200 EBI'IF300
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Multi-channel Temperature Data Logger EBI 40

The EBI 40 multi-channel temperature data logger is a wired

system. To bring up to 12 thermocouples in your process maybe a

feed through it is required. Process monitoring is very easy thanks

to the large color display. Also, the EBI 40 may with a sampling rate

of 100 ms records extremely fast changes in temperature and

display directly.

There are various sensors such as the thermocouples TPN 601 or

TPN 611 (SMP-Anschlisse).

Characteristics:
e lLarge TFT Display

* No Interface required, USB
communication

e Thermocouple Type K and
Type T

Technical Data

EBI 10-T

Wide temperature range
-200°C ... +1200 °C

Accuracy 0.5 K
Sampling rate 100 ms

Battery monitoring

Battery replaceable
USB supply
Calibration by user

Conform DIN EN ISO 17665
and DIN EN 285

Measurands:

Temperature

1-4 temperature channels

Measurement range:

Series EBI 10-T probe length =100 mm

-85 to +400 °C

Series EBI 10-T cable probe (PTFE)

-20to +150 °C

Series EBI 10-T other

-85to +150 °C

Series EBI 10-T Type 101 -85 to +85 °C
Accuracy:

Temperature +0.5°C(-85to -40 °C)
+0.2°C(-40to 0 °C)
+0.1°C (0 to +140 °C)
+0.2 °C (+140 to +250 °C)
+0.5 °C (+250 to +400 °C)

Resolution:
Temperature 0.01°C

Data memory

100,000 measurement values

Sampling rate

250 msto 24 h

Measurement mode

¢ Endless measurement immediately
* Measure immediately until end of memory
e Start / stop measurement

Sensor

Pt 1000

Interface

Wireless 2.4 GHz / IEEE 802.15.4

Operating temperature:

Log mod -85to +150 °C
Radio mod -30to +150 °C
Storage -40to +125°C

Protection class

IP68/NEMA 6P

Battery

Lithium cell 3,6 V replaceable

Battery lifetime

up to 2 Years

Dimension

(D xH)46 x 24 mm

Housing material

Stainless steel (V4A), PEEK

Weight

approx.45g

Calibration

factory calibration, ISO or DAKKS certificate on request




Technical Data

EBI 10-TP EBI 10-TPX9X

Measurands: Measurands:
Pressure 1 pressure channel Pressure 1 pressure channel
Temperature  1-3 temperature channels Temperature  1-3 temperature channels

Measurement range:

Measurement range:

Pressure 1 to 4000 mbar (0.1 to 400 kPa) Pressure 0.1 to 1050 mbar (10 Pa to 105 kPa)
Temperature ~ 0to +150 °C Temperature  0°C ... +85°C
Accuracy: Accuracy:
Pressure +10 mbar (50 to 150 mbar) Pressure 0,25 mbar (0,1 to 50 mbar)
+10 mbar (2050 to 2250 mbar) +5 % of measured value (50 to 100mbar)
+10 mbar (3000 to 3250 mbar) 1% FS (100 to 1050 mbar)
+15 mbar (for the remaining range) Temperature +0.1°C (0 °C to +85 °C)
Temperature  +0.1 °C (0 to +140 °C) Resolution:
- £0.2°C (+140t0 +150 °C) Pressure 0,1 mbar (10 Pa)
Resolution: Temperature 0.01°C
Pressure 1 mbar (100 Pa) Data memory 100,000 measurement values
Temperature ~ 0.01 °C 250 ms to 24 h

Data memory

100,000 measurement values

Sampling rate

Sampling rate

250 msto 24 h

Measurement mode

o Endless measurement immediately
® Measure immediately until end of memory
e Start / stop measurement

Measurement mode

¢ Endless measurement immediately
* Measure immediately until end of memory
e Start / stop measurement

Sensor Pt 1000, piezoresistive pressure sensor
Interface Wireless 2.4 GHz / IEEE 802.15.4
Operating Oto+85°C

temperature

Protection class IP68/NEMA 6P

Battery

Lithium cell 3,6 V replaceable

Battery lifetime

up to 2 Years

Sensor Pt 1000, piezoresistive pressure sensor
Interface Wireless 2.4 GHz / IEEE 802.15.4
Operating temperature:

Log mod 0to +150 °C

Radio mod 0to +150 °C

Storage 0to +125°C
Protection class IP68/NEMA 6P

Dimension

(DxH)46 x 24 mm

Battery

Lithium cell 3,6 V replaceable

Housing material

Stainless steel (V4A), PEEK

Battery lifetime

up to 2 Years

Weight

approx. 45 g

Dimension

(DxH)46 x 24 mm

Calibration

factory calibration
ISO or DAKKS certificate on request

Housing material

Stainless steel (V4A), PEEK

Weight approx.45g
Calibration factory calibration
ISO or DAKKS certificate on request
EBI 10-TH
Measurands:
Humidity 1 humidity channel
Temperature 1 temperature channel
Measurement range:
Humidity 0to 100 %
Temperature  -40 to +85 °C
Accuracy:
Humidity +2 %rH (10 - 90 % at 25 °C)
Temperature ~ +0.1°C
Resolution:
Humidity 0.1 % rH
Temperature ~ 0.01 °C
Data memory 100,000 measurement values
Sampling rate 1secto24h

Measurement mode

e Endless measurement immediately
® Measure immediately until end of memory
e Start / stop measurement

Sensor

Pt 1000, capacitive humidity sensor

Interface

Wireless 2.4 GHz / |IEEE 802.15.4

Operating temperature:

Log mod -40 to +85 °C

Radio mod -30to +85 °C

Storage -40 to +85 °C
Protection class IP52

Battery

Lithium cell 3,6 V replaceable

Battery lifetime

up to 2 Years

Dimension

(DxH)46 x 24 mm

Housing material

Stainless steel (V4A), PEEK

Weight

approx. 45 g

Calibration

factory calibration
ISO or DAKKS certificate on request




Technical Data

EBI 11-T EBI 11-TP
Measurands: Measurands:

Temperature 1 temperature channel Pressure 1 pressure channel
Measurement range: Temperature 1 temperature channel

Temperature -30to +150°C Measurement range:
Accuracy: Pressure 0 to 4000 mbar (0 to 400 kPa)
Temperature +0.1°C Temperature 0to +150°C
Resolution: Accuracy:
Temperature 0.01°C Pressure +20 mbar (2 kPa)
Data memory 15,000 measurement values Temperature +0.1°C
Sampling rate 1secto24h Resolution:
Measurement mode ¢ Endless measurement immediately Pressure 1 mbar (100 Pa)
® Measure immediately until end of Temperature 0.01°C
memory Data memory 15,000 measurement values
e Start / stop measurement :
Sampling rate 1secto24h

Sensor

Pt 1000

Operating temperature

-30to +150 °C

Storage

-40to +125°C

Protection class

IP68/NEMA 6P

Measurement mode

e Endless measurement immediately
* Measure immediately until end of
memory

e Start / stop measurement

Battery

2 x Lithium high temperature 3 V
replaceable

Sensor

Pt 1000, piezoresistive pressure sensor

Battery lifetime

20 days at a sampling rate of 1 sec and
120°C ambient temperature

Operating temperature

0to +150°C

Storage

0to +60°C

Dimension

(DxH)16,5x 22 mm (without probe)

Protection class

IP68/NEMA 6P

Housing material

Stainless steel (V4A), PEEK

Battery

2 x Lithium high temperature 3V
replaceable

Battery lifetime

20 days at a sampling rate of 1 sec and
120°C ambient temperature

Dimension

(D xH) 16,5 x 22 mm (without probe)

Housing material

Stainless steel (V4A), PEEK

Weight approx. 30 g
Calibration factory calibration
ISO or DAKKS certificate on request
EBI 16
Measurands:
Temperature 1 pressure channel
Pressure 2 temperature channels

Measurement range:

Weight approx. 30 g
Calibration factory calibration
ISO or DAKKS certificate on request
EBI 40
Measurands:
Temperature 6 or 12 temperature channels

Measurement range:

Temperature Type K

-200 to +1200 °C

Temperature Type T -50to +350 °C
Accuracy:

Temperature +0.5°C
Resolution:

Temperature 0.1°C

Temperature 0°C...+150°C

Pressure 1 to 4000 mbar
Accuracy:

Temperature +0.1°C

Pressure +15 mbar
Resolution:

Temperature 0.01°C

Pressure 1 mbar (100 Pa)

Data memory

240,000 measurement values

Data memory

6,750 measurement values

Sampling rate

100 msto 24 h

Sampling rate

1 sec

Measurement mode

Start / stop measurement

Sensor Pt 1000, piezoresistive pressure sensor
Interface Wireless 2.4 GHz / IEEE 802.15.4
Operating temperature: Oto+ 150°C

Protection class IP68/NEMA 6P

Sensor pluggable thermocouple type K,
thermocouple type T

Display TFT 3,5" (324x240)

Operating temperature 0to +60°C

Storage 0to+70°C

Protection class IP40

Battery

Lithium cell 3,6 V replaceable

Battery lifetime

up to 2 Years

Dimension

(DxH)90x 15 mm

Housing material

Stainless steel (V4A), PEEK

Battery 2 x battery type AA replaceable

Dimension (LxW x H) 140 x 118 x 35 mm (without
probe)

Housing material ABS, PC

Weight

approx. 500 g (incl. battery)

Weight

approx. 100 g

Calibration

factory calibration

Calibration

factory calibration
ISO or DAKKS certificate on request




Holding clamps to fix the flexible cable probes of the EBI 10
wireless data loggers

Characteristics:
e Secure for your sensors e Reusable

e Execution in stainless steel e Permanent temperature stabile

Silicone protection box
Characteristics:

e Silicone model
e Protects temperature logger against heat peaks

e Protects temperature logger against mechanical
damage

e Extends the life of temperature data loggers

For EBI 10-T and EBI 10-TP with flexible probes

Thermal isolation boxes EBI TIB and EBI TIB 2
Characteristics:

For EBI 10-T22x and EBI. 10-T421
e Upto 40 minutes at +400.°C

e Thermal protection of data loggers
* Stainless steel Grenzbedingung / limit condition / condition aux limites
e EBITIB: Dimensions (Lx W x H) 160 x 160 x 82 mm Cw eI
e EBITIB 2: Dimensions (Lx W x H) 160 x 160 x 60 mm %m \
L \
. N
For EBI 40 »

e EBITIB 400-1: Dimensions

000 020 0:40 1:00 1:20 1:40 200 220 240 300 320 3:40 400
Einwirkzeit / residence time / durée[h:mm]

(LxWxH)247 x210x 131 mm
e Upto 120 minutes at +250 °C

Grenzbedingung / limit condition / condition aux limites
TIB400-1

{8 400-1 ]

200 230 300 330 400 430 5:00 5:30 6:00 630 7:00 7:30 800 830
Einwirkzeit / residence time / durée(h:mm]




Complete Validation Sets

Data logger Set SL 3100

For the validation of steam sterilizers according to
ISO 17665 as well as for the validation of washer
disinfectors and washer-disinfectors for endoscopes
according to ISO 15883.

The set contains:

e 5xEBI10-T471 temperature data loggers
with AL107 silicone protection boxes

e EBI 10-TP453 temperature / pressure data
logger with AL101 silicone protection box

e EBIIF 200 4-port Interface with USB
connection and antenna

e 12 x holding clamps for probes
e Certified Winlog.validation software

e Aluminium carrying case

Data logger Set SL 3300

Very flexible data logger system to perform validations for various thermal processes in the DAC
Universal and bench top autoclaves according to ISO 17665/DIN 58929 as well as washer
disinfectors according to ISO 15883.

The set contains:
e 2 xEBI11-T235 Mini Temperature Data Logger, Needle length = 25 mm
e 2 xEBI11-T236 Mini Temperature Data Logger, Needle length = 80 mm
e 1 xEBI11-T237 Mini Temperature Data Logger, Needle length = 165 mm
e 1xEBI1T1-P111 Mini Pressure Data Logger
e 1 x Sealing-kit for DAC

e 1 xEBIIF 300, 4-port Interface

e 1 xWinlog.validation, Software

e 1 x EBI-TAK-ALU, Alloy carrying case

| (@) ()
" M | jil (191) (@)

Winlo g.‘-.-alzati-:::n
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Winlog.validation Software

The Winlog.validation software is suitable for programming
and readout of ebro data loggers as well as for evaluating the
measurement values. The software guides you step by step
through the validation process and evaluates the measurement

automatically.

Powerful report and evaluation software fitting the requirements
of validation and qualification of pharmaceutical and medical

market.

e TUV Industrial Services certified

e User-friendly

e Calculation of Ay, Fg and Lethality

e Automatic report generation

e Automatic user-defined calculations

e Automatic identification of process cycles

e Creation of user-defined masters for specific devices and

thermal processes

e Sensor placement in digital pictures possible

e FDA 21 CFRPart 11
e |Q/0OQ available

Validation

DescriD emo: Sterilizer 10 Sensors
21002007 095158

Winlog.validation

Winlog validation 321

Dverall result

@ Max variance
fuchiation

Passed
Hominal Actual
=200 K aTo K
<= 100 K 080 K
== 10000 18504
= 300 seo. 08 sec.
= 15 sec. 12s5¢0.

13400- 13700 "C 13480 - 13540 *C

LI LI

From | Ta | D uration
o147 82
00:17:58

12122008 12:46:33
12422008 12:48:57
08 130845

12422008 15:00:40
12122006 130855
12422008 13 1

Winlog.validation

SOFTWARE

Vinlog-valicdatian

-ebro-

axylem brand

=
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.
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w
o Model{s): Data logger systems: Winlog validation,
. Winlog.med
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.
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= e e vy
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=
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] A
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T
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System Requirements

To enable the software to operate
smoothly, your computer must meet
the following requirements:

Hardware requirements:

®  Processor speed minimum 1 GHz
e Working memory 1 GB

1 GB free hard disc space

USB (Universal Serial Bus)

Software requirements:
Operating System Microsoft®
e Windows Vista

e  Windows 7

e  Windows 8
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Flexible Report Generation

A short report of the process or a tabular report with all measurement values - this all is

the Winlog.validation Software

Possible report generation by Winlog.validation:

e Audit Trail

e Setup report

e Compact process report
® Process report

e Tabular report

® You can export the displayed reports as file type

(XLS, XLSX, PDF, RTF)

Compact process report

possible by

The compact report presents in one page all important information.

Tabular report

Re Evaluation
Descr.:01_07_11_2013_EC260 2.88D.

07112015 095622

Winlog.alid:ticn

Winlog vaigaon 351

ebro Elctoni Ingolstadt

ametors
Device sop
ecas0 ,
Program ra
B80-Test DINEN 285150 EN 17665
Crontor Charge number
Admin 26
Responsibie Vatcated
Robert Sollr 16022015 111240
Romark
Nom-Testpket
Loggers nprocess
oseast Catbraton date 15102013 1201:05
#sosasse Catbraton date 16.102013 08:21:43
086064 Calibraton dae 24092013 07:20112
#s086065 Calibraton dat 24092013 07:20:20
#s086066 Calibraon dato 01.102013 0930:27
086957 Galibraon dato 21102013 1300:38
overall wsult
Passed
Nominal Actus
@ Max. variance <=200K 087K
& Min. sterization time =108 sec. 258 sec.

& Max cquilbraton time
& Temperature range

Total measurement

13400-137.00°C

13485 135.93°C

p—
Tabular Report Winlog.lidation
07.11.2013 09:58:22, Descr. 01_07_11_2013_EC260 2-B&D Winlog.validation 3.51
‘ebro Electronic Ingolstadt
07.11.2013
#10393313 #15058998 #15086064 #15086065 #15086066 #15086957
1 2 3 4 1 2 3 4 5 1 2 1 2 1 2 1 2
mbar °C Y °c mbar °C °C °c °C °C Y °c °C °C Y °c °C
09:59:09 1000 24,19 24,07 24,07
09:59:10 1000 24,19 24,07 24,07 991 24,61 23,98 24,06 99,47 25,06 25,00
09:59:11 1000 24,19 24,08 24,07 992 24,62 23,98 24,05 99,50 25,06 25,00 25,26 2513
1000 24,20 24,09 24,07 991 2464 23,99 24,06 99,47 25,06 25,00 25,26 2513
1000 24,18 24,08 24,08 991 24,65 24,00 24,06 99,47 25,06 25,00 25,26 2513
1000 24,18 24,09 24,07 992 24,66 24,00 24,07 99,50 25,06 25,00 25,26 2513
1000 24,19 24,09 24,08 991 24,67 24,01 24,08 99,47 25,05 25,01 25,24 2513
1000 24,18 24,10 24,08 991 24,68 24,02 24,09 99,47 25,06 25,01 2524 2513
1000 24,18 24,09 24,09 992 24,68 24,02 24,09 99,50 25,06 25,00 2524 2513
1000 24,19 2411 24,10 992 24,69 24,03 24,10 99,50 25,06 25,00 25,25 2513
1000 24,20 24,10 24,11 992 24,70 24,03 24,11 99,50 25,06 24,99 5,25 513
1000 24,20 2241 24,11 992 2471 24,03 24,11 99,50 25,06 25,00 25,
1000 24,20 2411 24,12 992 24,72 24,04 24,12 99,50 25,06 24,99 25
1000 2421 24,12 24,12 992 24,73 24,04 24,12 99,50 25,06 25,00 25, Audit Trail Wllllug-wlidalim
1000 2421 24,12 24,13 992 24,73 24,05 24,13 99,50 25,06 25,00 25, Doscr 01,07 11 2013 £C2602.640
1000 24,22 2413 24,14 992 24,75 24,06 24,13 99,50 25,06 25,00 25, 07.11.2013 09:56:22 Winlog.validation 351
1000 24,22 24,13 24,15 992 24,75 24,05 24,14 99,50 25,06 25,00 25, preS—
1000 24,23 2413 24,15 992 24,76 24,06 24,14 99,50 25,06 25,00 25,
09:59:27 1000 24,24 24,14 24,15 992 24,77 24,06 2413 99,50 25,06 24,99 25, Audit Trail
09:59:28 1000 24,24 24,14 24,15 992 24,78 24,07 24,14 99,50 24,86 24,73 25,06 24,99 25, Time User ‘Action
09:59:29 1000 24,24 24,15 24,16 992 24,78 24,08 24,15 99,50 24,85 24,73 25,06 24,98 25, Remark.
1000 24,23 24,13 24,15 992 24,79 24,08 24,14 99,50 24,87 24,75 25,07 24,97 25, 6027 T ErR—
1000 24,24 24,14 24,16 992 24,79 24,08 24,15 99,50 24,86 24,75 25,06 24,98 25, 111240 UTGH010 0107, 11_2013_EC260 286D
1000 2424 24,14 24,16 992 24,81 24,09 24,15 99,50 24,87 2475 25,07 24,98 25, YTy M:m' — [ ——
1000 24,24 24,15 24,15 992 2481 24,09 2417 99,50 24,88 24,75 25,08 25,00 25, 4224 UTCHOI00 01 07 11 2013 EC260 2880
1000 24,24 24,14 2417 992 2483 24,09 24,16 99,50 24,88 24,76 25,07 25,00 25, 602207 Aﬂ:“"' — [T mp——
1000 24,24 24,16 24,16 992 24,82 24,10 24,16 99,50 24,88 24,73 25,06 25,01 25, N4 UTC 40100 \_2013 EC260 288D
1000 24,25 24,15 2417 992 24,82 24,10 2417 99,50 24,90 24,70 25,06 25,01 25, 6022015 St vaidaton secionically
09:59:37 1000 24,26 24,15 2417 992 24,83 24,11 24,18 99,50 24,93 24,70 2506 2502 25, Sz UTCAN00 o1 07 11 2018 EC2E0 2580
09:59:38 1000 24,26 24,15 2417 992 24,84 24,12 24,18 99,50 24,93 24,71 25,06 25,01 25, FTTE o [P ———
09:59:39 1000 24,25 24,15 2417 992 24,85 24,13 24,19 99,50 24,92 2473 25,06 25,01 25, 10807 UTSH0100 01 07 11 2013 EC20 2680
09:59:40 1000 24,25 24,16 2417 992 24,85 2414 24,21 99,50 24,93 2473 25,06 25,02 25, o . ETyrr—
This report is only valid in combination with the validation report 16022015 Admin ‘Parameter Cycle time (Trocknen] changed

Au

dit Trail

All relevant actions will be logged with the respective time stamps and users in
the audit trail.

12

Te022015 “dmin Parametar Cycl e (Stenlsiren) changed

0519 UTCHOT00  01_07_11_2013_EC260 2.680

O vaiue: 07.112013 1026:02-07.11.2013 10:3022
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Detailed process report

Re Evaluation

Results overall and in detail combined on a page.

Values such as measuring cycle, last calibration or serial number and
device type can be seen on this page at a glance.

Re Evaluation Winlog.alidatcn
Descr.:01_07_11_2013_EC260 2-B&D
07.11.2013 095822 Winlog vaidaton 3.51

ebro Electronic Ingolstadt

Loggers in process

Duration 5400sec. Measurement mode Startimmediately
Interval 1sec. Start 07.11.2013 09:59:28
#10393313 Logger type: EBI 10-P Version: 3.07.0 Calibration date 15.10.2013 12:01:05
Channel | Type | Name
1| Pressure
2| Temperature
3| Temperature
4| Temperature
#15086065 Logger type: EBI 10-T Version: 3.07.0 Calibration date 24.09.2013 07:20:20
Channel | Type | Name
Temperature

2| Temperature

Descr.:01_07_11_2013_EC260 2-8D
07.11.2013 0958:22

Winlog.wlidatcn

Winlog validation 3.51

ebro Electronic Ingolstadt

Overall result

Passed

Detailed results. Nominal

Actual

i Max. variance <=200K

i Min. steriization time >= 198 sec.

@i Max. equilibration time <= 15 sec.

1§ Temperature range 134.00 - 137.00 °C

Range overview

087K
258 sec.

11 sec.
134.85-135.93 °C

Cycle From

To Duration

Gesamter Prozess 07.11.2013 1008559
[EEvakuierung 07.11.2013 10:08:59
ieizen 07.11.2013 10:20:28

Wl Ausgleichen 07.11.2013 10:25:51
Plateau-Zeit 07.11.2013 10:25:51
O steriisieren 07.11.2013 10:26:02
D rocknen 07.11.2013 10:30:20

Legend

07.11.2013 10551552
07.11.2013 10:20:28
07.11.2013 10:25:51
07.11.2013 10:26:02
07.11.2013 10:30:20
07.11.2013 10:30:20
07.11.2013 10:51:52

Serial [channel Name

10303313
#10393313
#10393313
#10393313

# 15086065
# 15086085

N O S

# 15058998
Reference sensor
#15058998
[Reference sensor
#15058998
# 15058998

# 15058998 Th. pressure temp.

#15086066
# 15086066

# 15086957
# 15086957

# 15086064
#15086064

#15058998 Logger type: EBI 10-P Version: 3.07.0 Calibration date 18.10.2013 08:21:43
Channel | Type | Name.
1| Pressure
2| Temperature
3| Temperature
4| Temperature
#15086066 Logger type: EBI 10-T Version: 3.07.0
Channel | Type | Name
Temperature

2| Temperature Re Evaluation

Descr.:01_07_11_2013_EC260 2-B&D
07.11.2013 0958:22

Winlog.wlidatcn

Winlog validation 3.51

#15086957 Logger type: EBI 10-T Version: 3.07.0 ebro Electronic Ingolstadt.
Channel | Type | Name Sterilisieren
Temperature
2| Temperature |

#15086064 Logger type: EBI 10-T Version: 3.07.0
Channel | Type | Name.
Temperature
2| Temperature

Statistics (Sterilisieren)

Variance 0,87K
Graphical and statistical analysis '
ax 171 moor
i 3050 moar
#15086065
. s
o 19406
3
ax o
n w2
#15086066
2
ex 149G
i 112G

- -
e

a7

#10393313
3 4
135.40°C 13538°C 135.40°C
134.03°C 134.02°C 134.00°C
#15058998
2 1
13555 °C 3164 mbar 13554 °C
134.12°C 3042 mbar 13432°C
#15058998 #15086066
4 5 1
135.40°C 135.48°C 13551°C
134.09°C 134.13°C 134.14°C
#15086957 #15086064
1 2 1
135,66 °C 13561°C 135.54°C

13427 °C 134.18°C 134.10°C

Image management

Image management, you can
place your sensors directly in
digital images and paste it into
your validation report.

[ ok J[ Cameel [ Ewot

To place alogger drag it with the mouss
onto the image. Ta remave 2 logger fiom
the picture, select the looger with the
mouse and press the DEL key, rore
options with right mouse buttan

Loggers Channel  Name

#10393313 1

#0333 2

#10333213 3

#10333N3 4

#15036065 1

#15036065 2

#15058988 1

#150s8998 2

wis0seses 3

#i5058388 4

#15086068 1

#15036088 2

#15036957 1

#15086857 2

#15088064 1

wis0s;e0e4 2

« m v

13



Calibration and verification of the measurement equipment

With the Winlog.validation
Software it is possible to
verify or calibrate your
measurement equipment by
yourself.

A certificate is generated
: TE ST after the calibration
Winlog.validation [ _ . automatically.

W, . s
SO IWARE This certificate can be stored

in the Winlog.validation and
used in the report.

H

- ‘_'_;:,._‘.'..'._‘.-,\___g. T
www.ebro.com

Example for a graphical diagram of the calibration operation

s o <] [G)[8S] [A[R) . &
Wisbe: o, sk 2. - a-g:! i - i i
e
1 405 030 20
P2 W80 a3
Verdy L)
Lt
moo t : T R ILTTITY: P
o Mema 13T W
Mear Ea Mo 0 E wae
Meanrements: 1= "o
Irinreal WM
e
Measusien tat 06022015 135229
Measuremen end 06022015 142229 ey
Mo Dms  Tme M -
Hy 06022015 MEDY AN
W4 GOZI0S W6 10832
s -3 F LR TH L k0] 8
ME  0GOZAIS 16N IHBB
i DROFI0N5 41649 10545 08
W CRO2201S 11655 1084
M9 GOZANS AT 10953
"W [+ LI TR I T b
" ERANE  WITH MR
152 GRS 149739 WG eag
W B8 147748 T0MEY
SRS MITH B “s
W5 0GGRANS 140803 10966
% L F LR THES U 1
157 GORAS  W1EH IET L B A
W R@IANS  WIEN BT —
T E02NE  tetEds 1A ans 3
wa 022015 141850 BN
W GSOZ2NS 181508 1B e R e . L e L ki L e e s i e i i
P2 OGO22015  AIRIY 10875
153 QRIS 141925 1GN
e MRORANS 141338 WRT e
WS OGOZANS 11943 1RTE
e RS 121858 WET F 308
L DEO2IMS 142008 108B0
W GRS MW RN & e
" RS A WEE
m DE2IMS 142039 10881
e S Slamor ewmre IR SIS GRRINE NGRS UGG GRGIII GRURNIE (RGNS SRUAEND GRUAZOTE GRSIENIE GRS GRRAINE ORGRENS GRRROTE ORGRINIE GRURITE
m DSOZAME A0S WEE - TAOI AN TAOXAT 140440 TAO%AD  T40RAT  TEOTAN  TAOHES T40U4D  TAI0EN VLA TATTED NI4T T4TE48 TE1SAD  TAURAS  TETTHE THCH4S 1S 1RE TAIEED
(st ] [ ] [ Concel ]
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Successful verification message

Summary after the verification

 XCalibration A [

Werification of channel 1 succeeded!: 15167472

Report with deviance table

-
Calibration / Verification EBI 11 - Step 6 of =5
| Summary Verification EBI11
Logger Check
Loggertype: EBI11 Type of check: Verffication
Serial number: 15167472 Date/Time: 06.02.2015 14:38:09
Location: Creator: Admin
Cannel: Temperature - Show log entries
Verification points
number | measure... | reference [degC] | measured [degC] deviance [degC] | tolerance [d...
1 10 45.50 4554 0.04 +/-0.30
2 10 109.80 109.80 -0.00 +/-0.30
Rating
Success

Verffication of channel 1 succeeded!; 15167472

<Zurick || Wetter> | [ Abbrechen

Loggertype:

Serial:

Location:

Run by::

Date / Time:

Used equipment:

-ebro-
Verification report

EBI1
15167472

Block calibrator

Admin
Administrator

06.02.2015 14.29:55

Serialnumber- - -+

Channel:-» - -
Rating- - -+ -

Comment-—+ - -+

Date/-Time:+ — 06.02.2015-14:29:55

151674729

1-(Temperature)y|

Successy

Verfication of channel-1 succeeded!; 151674727

Verificationpoint= | Measurements= | -Reference{degCJ= | ‘measured{degCl= | -Deviance{degCl» | Tolerance{degCle =
= 0= 49 50z 49 545 0.04n +-0.30= o
2u 10= 109,80 109 80= -0,00m +-0/30m o
1

1

1

1

o o 1
Location, Date -+ - - - - - - Supervisorf|
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Our Services For You

At ebro service is more than just a word - ebro offers solution

according to customer wishes.

Service And Calibrations

ebro offers a calibration service for temperature, pressure and relative
humidity by our accredited DAkKS laboratory. Please contact us.

Training

Validation and software trainings on request.

1Q / OQ Documentation according GAMP

It is possible to receive from us an IQ / OQ documentation of the

system according the GAMP guidelines.

On request, we can send you a technician who performs the system

IQ/0Q with you on-site.

(( pAKKs
e
Deutsche Akkreditierungsstelle GmbH
German Accreditation Bady
Tt secaring 1 b1 8 syt ALkiele in sommpstion wishSertien |
ey

bt 1
Sgealors L The RAS Litersl Agreermani
LA, WAL A1 b Mt

Accreditation *

-

Techrische Werkstities Gmk
O o vy e 1 TS Wemein | 58

it i cabbration iborssary

shro Diestranic

Dr.-Kark-Sevogt Strafle 1, 81362 Weilheim . OB

i competens uncer e s
[hseaiis

-ebro-

a xylem brand

WTW GmbH

Business Unit ebro Electronic
Peringerstr. 10

85055 Ingolstadt, Germany

Phone +49 841 95478-0
Fax +49 841 95478-80
Internet: www.ebro.com
Email: ebro@xyleminc.com

ebro Electronic is a business unit of WTW Wissenschaftlich-Technische E
Werkstatten GmbH. All names are registered tradenames or trademarks
of Xylem Inc. or one of its subsidiaries. Technical changes reserved.

March 2015

©2015 WTW GmbH. 1347-0006

\ GRANDEVER BIOTECHNOLOGY CO., LTD.
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Valuable contribution to the power and scnence commum%
t B " @

11471 S LHAHEFTEIIR273E 653112

1F., No.6, Ln. 273, Xinming Rd., Neihu Dist., Taipei City 11471, Taiwan (R.O.C.)

RFBZE#RTel : (02)8792-3722

[RF5EEFax : (02)8792-3761

EF{EFEEmail : info@grandever-biotech.com.tw
‘A EJ#8iWebsite: www.grandever-biotech.com.tw

ebro at YouTube

Subscribe to our YouTube channel,
and be updated about our new video
uploads!

http://www.youtube.com/ebrogmbh

- D (I Tube;




