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Autoclave Validation System

The AVS140-6 is a complete system used to perform autoclave validations. The AVS140-6 consists of six
high temperature and pressure data loggers, an IFC406 Multiplexer Interface and the MadgeTech 4 Secure
Software providing tools to users to assist with FDA 21 CFR Part 11 compliance.
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PR140(1) HiTemp140 (5) MadgeTech 4 Secure Software (1) 1Q/0Q/PQ Validation
Protocol Workbook (1)

Data Logger Interface & USB Cable Certificate of Calibration

.
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IFC406 (1) USB Cable (1) Power Adapter (1) Calibration Certificates (6)
(Included accessory with IFC406) (Included accessory with IFC406) ‘
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HiTemp140 Product Overview

High Temperature Data Logger

The HiTempl40 data logger is MadgeTech’s solution for high precision, rugged
temperature monitoring. It can withstand temperatures from -40 °C to 140 °C and has

an accuracy of +0.1 °C.

The HiTemp140 can store up to 32,700 readings, and features a rigid external probe
capable of measuring extended temperatures, up to 260 °C (500 °F). Custom probe
lengths up to 7 inches are available. Also available, is the HiTemp140-PT that features a
24 inch flexible stainless steel probe for measuring extended temperatures up to 350 °C
(662 °F). The probe is durable and can be spiraled, bent or angled in any direction,
making it easy to log temperatures within bottles, vials or other hard to reach places.

HiTemp140 Specifications

Temperature Sensor: 1000 Platinum RTD

HiTemp140:
Probe Measurement -200 °C to +260 °C (-328 °F to +500 °F)
Range: HiTempl40-PT:
-200 °C to +350 °C (-328 °F to +662 °F)

Temperature Resolution: 0.01°C (0.02 °F)

+0.1°C/+0.18 °F

(20 °C to +140 °C/68 °F to +284 °F)
+0.3°C/+0.54 °F

(-20 °C to +19.99 °C/-4 °F to +67.98 °F)
+0.4°C/+0.72°F

(-40 °C t0 -20.01°C/-40 °F to -4.02 °F)

Calibrated Accuracy:

Reading Rate: 1second up to once every 24 hours

Memory: 32,700 readings
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Battery Life:

Time Accuracy:

Operating Environment:
Dimensions (Body):
Submersible:

Weight:

Material:

Approvals:

HiTemp140-7  HiTemp140-PT-1

1 year typical
(1 minute reading rate at 25 °C/77 °F)

+1 minute/month at 20 °C to 30 °C
(68 °F to 86 °F) (Stand alone mode)

-40 °C to +140°C (-40 °F to +284 °F),
0 %RH to 100 %RH

1.6inx0.970in dia. (40 mm x 24.6 mm dia.)

Yes (IP68)
420z (120g)
316 Stainless Steel

CE

M 571) 702 62 93 / (571) 301 524 63 45
) comerciadl@casametrologica.com




2

A
CASA . MADGETECH
METROLOGICA™ Equipos An

Hardware

PR140 Product Overview

Pressure Data Logger

The PR140is adata logger designed to validate if appropriate pressure levels have been achieved
during the steam sterilization cycle. It is built with a precision stainless steel pressure gauge, the
data logger has an accuracy of +0.03 Bar (+0.435 PSI), which can be achieved over a wide tem-
perature range, from 20 °C to +140 °C (68 °F to 284 °F). The PR140 is available in either a Flush Top
or NPT Pressure Port Top design, with an optional female luer fitting accessory.

PR140 Specifications

Pressure Sensor: Semiconductor (Strain Gauge) Time Accuracy: +1 minutes/month at 20°C

-20 °C to +140 °C (-4 °F to +284 °F), 0 %RH to 100 %RH

Pressure Range: 0to5 Bar(0to 72.5 PSIA) Operating Environment: Note: The PR140 may be used above 60 °Cfor up to & hours, per 24 hour period.

Pressure Resolution: 0.1m Bar (0.0015 PSIA) Dimensions: 2.3inx 1.0india. (58.2 mm x 25.4 mm dia.)

+0.03 Bar (£ 0.435 PSI)

Submersible: Yes (IP68)
(20 °C to +140°C/68 °F to 284 °F)

Calibrated Accuracy:

Response Time: 0.1 ms (10 %FSR to 90 %FSR) Weight: 30z (85 g)
Reading Rate: 1second up to once every 24 hours Material: Stainless Steel
Memory: 32,700 readings Approvals: CE

2 years typical, 1 minute reading rate at 25 °C

Battery Life: (77°F)
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IFC406 Product Overview

Multiplexer Data Logger Interface

The IFC406 Multiplexer Data Logger Interface allows for multiple devices
to be connected into one interface. Each IFC406 allows for 6 data loggers
to be connected. Up to 3 IFC406 units may be daisy-chained together to
communicate with a total of 18 devices through 1 USB port. To connect
multiple IFC406 Interfaces together, simply join the units side by side, making
sure the spring pin contacts are connected and magnetically joined.

IFC406 Specifications

LED Indicators

Blue: Indicates unit has power.

Amber: Channelis busy or searching for a device
Green: Operation successful or complete

Operating Environment:  +10°C to +35 °C; 0 %RH to 95 %RH non-condensing
Connection Type: USB (to PC)

Weight:  1.65[b (750 g)

6061 Aluminum (PTFE impregnated hard anodized coating),

Material: oo plastic

Dimensions: 9.5inx 1.95inx 1.75in (241.3 mm x 49.5 mm x 44.5 mm)
Maximum Input Voltage: 6 Volts (V)
Approval: CE

Battery: This device does not use a battery
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MadgeTech 4 Secure Software

TheMadgeTech 4 Secure Software aids customersincompliancewith 21 CFR Part 11 requirements.
The software ensures standards in which electronic files are considered equivalent to paper
records, saving time and effort. MadgeTech 4 Secure Software contains criteria such as electronic
signatures, access codes, secure data files, and an audit trail which meet the requirements of 21
CFR Part 11 and help provide data integrity.

MadgeTech provides on-site 1Q/0Q/PQ services to help the user validate the data logging system.
Our trained staff are extremely knowledgeable with the standard 1Q/0Q/PQ protocols of the
MadgeTech data logging system. This service is a cost-effective means to save time and ensure
proper implementation of 1Q/0Q/PQ of the MadgeTech data logging system with a minimal
disruption to staff and operations. Get more information on our 1Q/0Q/PQ On-Site Service.

A, MADGETECH

MadgeTec!

Device | Repart

71 B Cycle Phases™ 3 + ) BO Cycle Phases: Tobular Data™ X
b E - NB3546 N334 193547 ND3HT
Dete Time Delts
140 E1m Temperature (F) Humidity (% RH) Tempersture (') Humidity (%A
—
133 3 Humidity Dwell Phase Begins 2/25/2013 5:20:57 AM -
N F 225013 5:30:00 AM +6:2030:00 107514 21 107514 22
1o 3 2252013 :45:00 Al +620:45:00 103320 =1 103500 25
1108 = Ean 2252013 0 Al +62100:00 110730 516 109404 591
—= g = 2/25/013 0 Al +6215:00 14732 521 14102 57!
1008— = E o = 2252013 £:20:00 AM +621:20:00 116743 511 115558 57,
A o o n 22572012 6:45:00 AN +621:45:00 117.594 514 1775 551
o9& b - z 1513 T00:00 AU +62200:00 11793 555 118134 36
e 1P I =] ] 22512013 TAL5:00 AW +62245:00 17313 556 15116 57,
A 8y = : = 2/15/2013 7:30:00 AM +6:2230:00 117.854 573 117990 58,
b} (o1 = t——-] B T T o =
£ nd 2 ] 2 m = Humidity Dwell Phase Ends 2/25/2013 7:A1:42 AM
£ od 5 <5: 3 2 o 2/25/013 74500 AM +6:22:45:00 117432 557 117558 56.
] § ° % u H g B e Vacuum Full 2/25/2013 T:09:35 AM
il e a A A 2725013 8:00:00 AM +62300:00 112842 a8 1334 ELN
o 2 T ] o M 2257012 +62345:00 108591 EVE 109530 3L
o g 2 & 3 A 2 2257012 +6:23:20:00 111620 a2 111672 0.
O pi=da o & it o T v 8500 A +6235:00 120,510 781 119934 aLl
@ & @ oh o ) 22572013 200:00 A +T0000:00 13943 28 123312 i
nd = & 8 ] T 2/25/013 FL5:00 AM +7005:00 125450 04 125730 o
= o = iR 10 27257013 9:30:00 AM +7.0030:00 126216 676 126504 68
L e B = Py 2 2257012 9:45:00 AM AT0045:00 12533 528 125200 Bl
-3 DAY W] LA A ol A — o 2252013 10:00:00 AM +70L00:00 124653 510 125226 EN
= AR sy — 9y - g 0
> a = = = Gas Dwell (ED) Phase: Begins 2/25/2013 10:13:22 AM
w2 g g H-) 5 Ficyn 2252012 4151 +T0145:00 124756 620 125100 6LI
1 € El c.c b= E 215013 +70130:00 125,244 62 125,358 64,
A4 5 % & 8= ;2' F 272572013 +70145:00 125802 656 125874 651
i T = o U@ [0 22572013 +T0200:00 126306 63 125342 66,
" J ! 0 ! " ! . 2/25/2013 +70245:00 126720 68 125774 &7
1AM 0640 AM 2:40:00 PM 81320 PM 146:40 AW T:20:00 AM 253 +70230:00 177052 571 127116 571
a3 2252013 22B/M3 2252013 2425201 2/%/2013 3252013 +10245:00 1773 673 127404 511
L el alilel 0= 00 D00 D508 FSTE] +T0300:00 121,590 675 12763 68
5 r— 2/25/2013 12:1500 PN +703:15:00 127728 676 127800 68.
s et ets S M zso LZAOGOFM  +7033000 1zen &7 127944 6.
Serial Ne. Channel Minimum  Madmum Average  Standard Devistion Delta (Min/Mad)  + 2257013 L2500 PM +703:45:00 127.008 678 123052 6.
225713 1:00:00 P +7:0400:00 126486 538 125566 57
Wath Channels Mex Channel 31842°F  138024°F T9582°F  22131°F 106182 °F B YT 115:00 P L70045:00 17108 05 121716 50
o : & = . 25013 0 P +T0430:00 17720 493 17958 S0,
Wath Channels Min Channel ILSNCF 137TI2F TO249°F 220176°F 106272 °F A e Fee i e o e i
Wath Channels  Delta Channel 000F  IS64TF  0333°F  0ADSTOEF 3,564 °F 225013 ZD0:00 PM +T0500:00 1737 450 17180 16
2/25/2013 L1500 PM +740545:0 116954 15 117108 !
Wath Channels  Average Channel Z3%RH SBEBRH 3T.1%FRH L1414 %FH 2.5 % RH 2252013 2:30:00 P 7053000 Jes12 21 118458 .
37252012 24500 PM +705:45:00 118632 71 118602 EEN
Wath Channels  Min Channel D1%RH T9%RH 365 %BRH 1396 % FH 28 % RH Bl R T T = T =
Wath Channels  Delta Channel 00%RH 119%RH L2%FRH 1057 %FH 118 % RH /2570013 315:00 P +T06:L5:00 117458 201 17548 3L
2/25/2013 3:30:00 P +T0630:00 117.00 1 17414 LT
WMath Channele  Standard Deviation Channel 00 %RH 49 %RH 05 %RH 04473 %RH 49%RH -1 W ] V

4 Cale 52a =28 65 (571) 702 62 93 / (571) 301 524 63 45

Oficina 103 ) comerciadl@casametrologica.com
Bogotd - Col i
0gota - Colombia Www.casametrologica.com




ah
CASA

e
bty Dovell Mame Bogos 2.
T —
Vistusan N 2/252013 744936 ML)

e

~uar

2 £ Gat Duvell (00 Phane Degios 27292010 Iy

Customizable Graphs

» -
N
~

/ R T\

\

; \

Cooling Flags

A Cale 520 #2865
Oficina 103
Bogotd - Colombia

‘ MADGETECH

Equipos A

Toe [
T wp—

- ] L.

s Sise - £
"o - " Y
wow et e X
20 T »e
s DL el Am Ay
I i e 2
29w B e 2
PV b - A
S T3 80 w e )
avewi 0 . us
.'uﬁ i”-‘ - na
ANk u n aln =
S L b x3
20 i u
1w 13000 e us
] L N “a u3
wos 12000 W e v

wom 1ea v o

w1 S0 ne -

- Sl v -

2 oe

Tabular Data View / ==

Report Exportto

4500 AM Properties Excel ~
8:30:00 AM -6 S
8:45:00 AM +6:23. SPOL. CPIAS
9:00:00 AM « 7000 '

9:15:00 AM +700:1%
:ﬁg m :;ﬁj? Copy to Excel

10:00:00 AM + 7010

hase Begins 2/25/2013 1/

10:15:00 AM 7
A0 AM

Automatic Statistics
Calculation

(571) 702 82 93 / (571) 301 524 63 45
) comerciadl@casametrologica.com




