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Webinar Speaker:

Sebastian Schwarz - Market Manager Pharma 5 S &g

& Erlangen LRI TAERME2ATL
8 years experience as a consultant in a GMP controlled

environment 8 F1E GMP R IE P E (TR RS B
* Projects in the areas of calibration, qualification and validation for

pharmaceutical manufacturers throughout Europe 2% {E M 34
SERgTe e ~ e fl%e R sRIEAY) TE H

i

0049-8419547837

sebastian.schwarz@xylem.com

<

/

S) AR MRS B RERDE -ebro-

oooooooooooooooooooooooooooooo

— a xylem brand




- ebro -

«1968 F-{EFreiburgfi¥is

- B ElEE  BR - B/ T ENBEMN TS
- {EE E3H

- H 2016 4 7 A LI E A Xylem Analytics

- REREZEHIE 100 0 sERE

pr

_—

) KR EMRRERERLE -206ro-

nnnnnnnnnnnnnnnnnnnnnnnnnnnnnn

- a xylem brand




- ebro - Markets, Applications And Devicestits ~ &R Fl1E% i

Cold Chain

- &

©

- VR R P O
© A

.
RN ER
AT
. SER

+ LG

/

S) AR MRS B RERDE -ebro-

oooooooooooooooooooooooooooooo

12 ___— a xylem brand




L g — "Eﬁfﬂ 41

W EK TR

Zoom :7EH
Brief Introduction &1}

Validation of sterilization processesii = itz nEe
Evaluation of a steam sterilization process with the
Winlog.validation {3 FH Winlog.validation &Mz = AL

Discussion and wishesz1 A FEEY D ST RRAPRAS
-ebro-

a xylem brand




3
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Regulatory requwements
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Regulatory Bs'E

Regulatory bodies are organisations set up by Bz B HEf8E H UL T B8F8ER YL AT HE A
Government with responsibility to monitor, guide and control various industry sectors in the interests
of protecting consumers — Protect, Promote and Maintain the health and safety of the public.

All Regulgtory Authorities strive to encourage best practicesi, globally by s_tandardization.ﬂlﬁ?ﬁ%@
Bl ~ PSR S BN TR A I URRR IR B IR s —  PRAE ~ I ERIAERR N PRI R & -
AT BB PR AR S ) iR L B B N B R E S -

Widely Known Regulatory Authorities/& & A\ &IH B E kS o

EUROPEAN MEDICINES AGENCY
SCIENCE MEDICINES HEALTH

EMA (EuropelE{iH) 20
FDA / USDA (USA;% ) Defence and
Security

DHSC (UKZE[)
TGA (Australiai®& )

Accelerator

s wn =

*There are other Organizations and Associations in the Industry that influence the
Pharmaceutical Industry very highly! (ex. The PDA, ISPE, ABPI, etc.) TENEEFE
ERERGERT I S B R T 2BR A | (B4 PDA ~ISPE ~ ABPI &) -

S AzEmREEREEss | -20r0"

GGGGGGGGGGGGGGGGGGGGGGGGGGGGGG
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EudraLex — ffff4 1 <-> FDAZEFE & L IEEy) &5

i o [
’ l ; * EUROPEAN MEDICINES AGENCY
SCIENCE MEDICINES HEALTH

All sterilization processes should be validated! JEE#ZE i G I F B2 |

Where possible, (moist and dry) heat sterilization is the method of choice! TERJEERVIBI T » (IEFIHZ ) 24
TR B & T |

Validated loading patterns and mapping studies should be established for all sterilization processes. & £ fi
B E AR R E R EE ) S E AR =R AE 9T o

However, there is a different approach: {E5& » H—REARHE ¢

16

Annex 1 [ffff4 1 :

Biological indicators should be considered as an additional method for monitoring the sterilization. = &
AT B E 2R B R B B /592

FDAZER & oL FIZEY) & T 5.

In general, the biological indicator should be placed adjacent to the temperature sensor to assess the

correlation between microbial lethality and predicted lethality based on thermal input.—f%2KE% » AEPfa 5
FER B AR (BRER T - DI T A PIB e 2RI AL 1 iy A TERRI BOOEZR Z [EIRYFRBATE - /

o) KZEHRIZRAEIRDE]

EEEEEEEEEEEEEEEEEEEEEEEEEEEEE

a xylem brand




Important norms regarding sterilization processes
ol 2 B LR AR Y B A

EN 285 - Sterilization - Validation & routine control of dry-saturated steam sterilization (large size
units) Y - HZEEFNZ&TIR R RO BRaafl & A2 (KR E)

« EN 13060 — Sterilization — yalidation & routine control of small (< 60 L) size autoclaves J§xE— /)
(<60 L) f=ERIBER Ak B ae R AR 2 il

 EN 554 - Sterilization of medical devices - Validation & routine control of sterilization by moist heat
- replaced by EN ISO 17665-1: 2006 - Sterilization of health care products — Moist heat — Part 1.:
Requirements for the development, validation and routine control of a sterilization process for
medical devices B as AR - V2 B DR A Beae Al & AR 2]

> ¥ EN ISO 17665-1: 2006 - {RfE & iR E - w2l - 25 1 20 - BEREes R E G G 58 ~ Baag flE &7
FEHI R

« EN ISO 11135-1 - Sterilization of health care products — Ethylene oxide — Part 1. Requirements for
development, validation and routine control of a sterilization process for medical devices
EN ISO 11135-1 - PREEEE MR - BRA LS - 55 1 5007 + Bt an IR a2 G - BEE Al SR

LL IJI
SR o) AZENIRIE R ASRDE 'Ebm

GRANDEVER BIOTECHNOLOGY CO., LTD.

17 a xylem brand
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Sterilization processes {8 1H1E

Healthcare / Pharmaceutical BEEE{5F{/S1gE

4__ Moist Heat Sterilization J 2D 5

(R /R

i3

i

Dry Heat Sterilization / Depyrogenation
p
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The V-Model of qualification according to EU GMP Annex 15
TF&EEE GMP [ 15 By V-5l

Engineering- / Qualification-

Documents
RN =y e

E/A

o) AZ E R IR ASELE -ebro-
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Conceptual Design — User Requirement Specification

T—H B 3R R

DA E

Knowing your risks, minimate them during conceptual design!
Write the URS with enough depth to avoid discussion later on 1 ake » FEML &% ARG H & ML |
DI EMRE URS » fHiZ 6w LR

Explanation of the requirement F&3K&iHH

Materials General Requirements M REI—#&E K

45

46

47

Analytics
48

49

24

Yes

Yes

Yes

Yes

Yes

All non-product contact surface finishes shall be in accordance with a minimum of mill finish with

all welds complete and ground smooth and color free.flT 5 FE 2 S 2l 35 R YR FETT & f (KRR
BRELEOWRRE - FTE IR e 8 BTN g HREA T -

All non-product contact metallic surfaces MOC shall be 304 stainless steel or better ans shall withstand
media used for sterilization TG FEE fn i< B3 M MOC fE A 304 A8 Ek e 4T - i B A FARNK
WH M o

Pharmaceutical equipment shall be capable of being validated as reaching and holding above 121 °C at a maximum of 127
°C for 45 minutes minimum during SIP to provide sterility assurance minimum of six log reduction of geobacillus

stearothermophilus, >1x106 cells at the boundaries required. S4%E e 6E Sy B 22 7F SIP MARTEE RN 7E R 5 127 °C TIRFF
FiR 121 °C £D 45 73 - DR (REE 2RI 2 AR E 2D 6 ([ES BRI ER (REE - (08 FATFRAY> 1x106 (SR -

Temperature range 0 ... 140°C; Accuracy +/- 0,1K YR #i[#E 0 --- 140° C : ¥&E +/- 0,1K

Pressure range 1mbar ... 4000 mbar; Accuracy +/- 15mbar B J/J&#i[E 1mbar --- 4000 mbar : ¥ +/-
15mbar

- i {5 Hir\= - b -
@ GRA%)%ER BI‘OTE%HNREGV C.,Ll_.TD. e m
— a xylem brand




Qualification Phase - 1IQ &E[EE - IQ

25

— TR I EE

P&I-Diagram ‘&8 FIEFEE

Installation control: environmental conditions, operating material, equipment,

maintenance ZZITEI|  BRIIRIT ~ SRUEAORE ~ Bl - HERE

Calibration of the different sensors 1 HEA[A] ) {E LS
-> Three points for temperature/ pressure RE/BE) =B
-> One point for timer or paper speed of the recorder ETHFe3 B EkanlE — 2

Availability of relevant SOPs (at least as draft version): operation, maintenance, ...fHE#

SOP HyATAME (EDERFERRA) + #1F - fEE
Check of the supplier documentation (Completeness, Formal correctness, Correctness of

content...)fm A HEER SCH (EENME ~ TENEREME ~ A ERENE......)

o) AR ENRIZRRERLE

OOOOOOOOOOOOOOOOOOOOOOOOOOOO

-ebro-

a xylem brand



Qualification Phase - OQ E&SFEER - OQ

OQ - Function testing of all procedures & sequences: OQ - FiAEFEMFEYHThEEHRIE

AN
=]

- Tightness and stability of piping after performing a sterilization cycle (Visual checks)# TR FE TEIR L B @R ZEHEMEE M (B 6
#HI)

- Loading and unloading tests — define the loading patterns SE&{FIHIEHIE, - EFIEHER
- Interlocks of doors (if pass-through autoclave) FIBA#E (7588 = B B 2 )
- Correct re-start after power failure £ % ([FHEER

N 1=

Check of programs (with empty chamber): fEREF (25

Het

)

- Fractionated pre-vacuum 3 ERTEEZE
- Heating phase JNEFEES

- Equilibration time  F-{#rHRFfE]

- Sterilization time I i

- Drying and Cooling #Z/&F115 A

= 4 it H\= - -
O AZTMUBRAERNE  -ebro
26 __— a xylem brand




Qualification Phase - PQ E&[EEL - PQ

PQ — Performance qualification of all procedures & sequences: FT B2 F
IR HIR VERESE E

Checks f@:

Conductivity of the feed water #57KF)EEE

-elbro-

MEASUREMENTS FOR LIFE

/
IBREERLR  -ebro-
7 — a xylem brand




Qualification Phase &f&f&EX - PQ

Vacuum test BEZ2HIER

Ay oW/ vl i im v =1= | —érf—-)).lz\\,nn_}_h
~FIERSFIE] HZE AR

05.11.2013 05.112013 05.11.2013 05.112013 05.11.2013 05.112013 05.11.2013 05.112013 05.11.2013 05.112013 05.112012 05.11.2013

5.00 - - -
05.11.2013 05.11.2013 05.11.2013 05.11.2013
15:38:03 15:38:03 15:40:03

15:10:03 15:12:03 15:14:03 15:18:03 15:18:03 15:20:03 15:22:02 15:24:03 15:268:02 15:28:03 15:20:02 15:32:03 15:24:03

Ebro Solutions R 5=
 EBI12/EBI 11

- Temperature — Pressure data >
logger G /E R 1A %S &) AZEMEIZER
- . a xylem brand
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Qualification Phase B EY - PQ

Bowie Dick-test fiftfF ;i v I,

ot
140.00-
135.00-
120.00-
125.00-
120.00-
11£.00-
110.00-
105.00-
100.00-
85.00-
50.00-
85.00-
20.00-
75.00-
70.00-
85.00-
80.00-
55.00-
50.00-
45.00-
40.00-
35.00-
20.00-
25.00-
20.00-
15.00-

10.00-1 : : : : : : : : :
7. 04 2014 07.04.2014 07.04.2014 07.04.2014 07.04.2014 07.04.2014 07.04.2014 07.04.2014 07.04.2014 07.04.2014
14:47:24 14:48:24 14:51:24 14:53:24 14:55:24 14:57:24 14:58:24 15:01:24 15:03:24 15:05:24

Data Logger fifi{73H 7
HEREC B AR

Electronic Bowie Dick
Test according to DIN
EN ISO 11140-4 [5&
DIN EN I1SO 11140-4
B R e I

EBI 16 Bowie Dick Test

—

DAzEnRERERERE  -20ro-

GRANDEVER BIOTECHNOLOGY CO

29 __—
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Qualification Phase E1&F&EL- PQ
Empty chamber profile Z2}%ig/Eg

Goal is to map the autoclave to find possible cold spots

H 12 e = A S LI T HER 1 G

Ebro Solutions fREE 5=
 EBI12/EBI 11

- Temperature —data logger 75 & 20 $% 25

30 - o a xylem brand




GHA
SEH
= {11
I

Moist Heat Sterilization Validation %2 Gk

\

3 successful validation runs Thermometric check with full loading 3 ZXEIHREITHRERIEE iR

« One probe attached to the Primary Reference —{#E0E:E B3| F E 22
4

«  One probe attached or near the RTD - Controller —{[&#F5E:E 8L 58T
TRUELE - ZE AR

. Two probes in containers filled with the testing medium F{EZEE &7
A HE T ERIA SR

* A minimum of 3 probes each located in separate areas of each crate
or tray £V 3 {HEEHHE - FE(EPERALH BB M 5 FE BT A ] I 35
- Initial Temperature and Data Collection Points{JJiE 1R & I8 £ B,

« A schematic drawing to show the placement of all probes §&/FiH
SR B T = ]

- Defined loading patterns € #H 4L & E =

Ebro Solutions R G
- EBI12/EBI 11

- Temperature — Pressure data logger

T L - B ) RC Sk

o) AZ E R IR ASELE -ebro-

nnnnnnnnnnnnnnnnnnnnnnnnnnnnnn
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Reaching the sterilization conditions 3 2/

R

ESKESSE

Recommended minimum number of temperature test locations (sensors)

Base: about 12 Measuring points/1000 | usable volume.

R R MR ERGUIE (Basy ) BoE B « K0 12 (@HIERL/1000 AT

A] F SRS o
Capacity in liters Number of temperature Test
e JA locations (sensors) {BERIFRME
&R (L7 (W) rRE
£ 240 7
£ 540 9
%1100 11

For sterilizers that do not comply with DIN EN 285 or for special Sterilization processes
or configurations a higher number of sensors may be required. #2474 DIN EN 285

H TR & BCRF IR AR BBL & - AIRETR 22 5 2 B E W (B s -

32

OOOOOOOOOOOOOOOOOOOOOOOOOOOO
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-ebro-
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Reaching the sterilization conditions & 2 {51

The existence of saturated steam in the usable area and within the loading can be considered as
reached, if all temperatures measured in the usable area and within the loading during the hold
time: AR CRF7 R ET A E AT B SBoRn A< ek PR = RIRI AR > BIlAT DGR A AT & s a7 B

FIZRIR -

are not below the sterilization temperature ~5 72Uk B VELE

are not more than 3K (large sterilizer and small since 2016)NEEi# 3K ( H 2016 G LIS AT IR B 2 Fl1/ N )
do not diverge by more than 2K {7 N E 8 2K

equilibration time 15 s to 800 liter, 30 s for larger sterilizers* -] 15 722 800 A FF » KB E &8 & 30 7

minimum hold times 121 °C for 15 min; 126 °C for 10 min: 134 °C for 3 min & {FFRR 121 °C #FF 15 &
# 5 126°C 10 778 : 134°C 3 7

Fo-Value minimum 15 min  FO {HZE /) 15 /3 $#

The saturated steam temperature that is calculated with the measured pressure is to be considered
as measured temperature. DI BRI E T HE B EAIZRRE1F ARl =R -

33

o) AR MR RAERLE -ebro-

OOOOOOOOOOOOOOOOOOOOOOOOOOOO
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Measuring values outside the tolerances JHI| & {E#E H /&=

What measures need to be taken in case the results to not correspond to the
specifications 24l 45 AT S FEL - T BRI LS i 2

34

. Check if the loading is correct? M 4E# & & 1 HE 2

Positioning of the measuring sensors {H| & B EESH) E 1L
Repeated calibration of the measuring systemill & a1 B HE

Adjust process parameters by manufacturer or service company (e.g. confining / chamber

pressure, pressure period) 2SR EARE A Fl R AE 22 8 (A0 EBR/PEEE ~ BT T:EER )

Alternative medical products? (materials, construction) & (XE&EE T 2 (B~ #518)

o) AR ENRIZRRERLE

OOOOOOOOOOOOOOOOOOOOOOOOOOOO

-ebro-
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DepyrogenationZ= &R

Batch Hot Air Ovens HZREEIEFS

The glass containers are loaded into batch ovens and then sterilized generally 2-6 hours
depending on the temperature. j& 37 7 35 48 A#L MRS > ANRIRIRREETIHE » — K& 8"
B 2-6 /]NRF o

Batch ovens typically require 12 to 24 measuring points depending on size it Wit a8

FR 12 2| 24 {#RAVERS - BASHUAH T -

Use of the EBI TIB Thermal Insulation Box is necessary when using either the EBI 12- .
T22X or the EBI 12-T421.{#i ] EBI 12-T22X 3¢ EBI 12-T421 I » W/A{#F EBI TIB @A

#H ©

The EBI 40 is a practical alternative for the Batch Ovens EBI 40 &t TR E A

R AEIRDE -ebro-
35 _— a xylem brand




DepyrogenationZ= &R

36

Continuous Hot Air Tunnels ;EEEEZE

The glass containers are run via conveyors through the tunnel, typically at 300°C or higher,
from 15 to 30 minutes. B 7 B (E AR @aEfEE B E £ 300°C B =R A N ET 15 |
30 73§ e

Tunnels usually require 3 rows of 5 monitoring points about 3 feet apart, totally 15 measuring
points &8 & T Z 35S H R A3 R BB IR, » H15(EH| & B

EBI 12-T421 is recommended with the EBI TIB Thermal Insulation Box. 225 EBI 12-T421
Bl EBI TIB fREFE—EFEH -

o) KZEMBIRBEIRDE

nnnnnnnnnnnnnnnnnnnnnnnnnnnnnn
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Pharma / Healthcare Applications$4%% /B i {5 {7 JfE F

Ovens / Vacuum Ovens M58/ BEZ=4HtFE

« Vacuum Ovens are used for drying heat sensitive materials

such as powder to extract moisture B ZEHLFE F 72 HZ 1 BB
IR R LIRREUK 73

« The vacuum oven enables drying treatment at a lower
temperature for specimens that cannot be treated by

conventional high-temperature drying.e EZEHEFE AT LIFEEEK
ﬁﬁ?ﬁ%ﬁﬁ@%@ﬁﬁﬁ@mhmﬁﬁ%@ﬁﬁo

« Validation is necessary to avoid too fast, too slow or unevenly
drying of the goods/EETTERZE LU SR EVI IR ~ KIZEEZ
Jea A1)

- Typically, temperature testing, evaporation, drying ;&% » i

FEHIE ~ 7588 ~ ol

o) AZ E R IR ASELE -ebro-

nnnnnnnnnnnnnnnnnnnnnnnnnnnnnn
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% e

EtO Sterilization IR& JIZ R R

Preconditioning TR # — expose product to “tropical” environment for at least 12
hours - 55°C/70% RH. {& & B r v iiigdh /) 12 /)\Ef - 55°C/70% RH

ExposureZ&# — pull vacuum and expose to gas usually for 4 to 8 hours (varies per
product and must be validated). filfl 2= B 5 (E R AR TEE 4 2 8 /N (FEML A
WERGEEREE ) e

Post conditioning #F8#f— air out all the EtO gas. 8-12 hours Ji§FiH EtO BEEHEL -
8-12/]\[RF

| Annex 1: Sterilization with ethylene oxide [ff{4 1 : BRE 2 H
This method should only be used when no other method is

practicable. RUFTERHE HAMIFIE A ATHRFA FEE L 5% -

Ebro SolutionsfiR A ER

EBI 12 loggers 3%

- Temperature + RH data loggers 155 +fH SR E 8
PRAC PRI

- TemperaturelfE — PressurefiZ /] — RH% fE¥HE
F& (Atex certificated [ /%25 HH)

[

o) AZ E R IR ASELE -ebro-

nnnnnnnnnnnnnnnnnnnnnnnnnnnnnn
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7

Evaluation of a steam sterilization
process with the Winlog.validation

{50
WEFE

Winlog.validation 7

e

LR VR R

o) AZE N %R BEIRTE]

-ebro-
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Reqguirements for the measuring technology as per EN 285/
1ISO 17665fR#% EN 285 / ISO 17665 £l & lirH Bk

Sensors for temperature measurement Y& &I B {E %28

> Sensor diameter {EHEZs BK < @2 mm (3,1mm2)
> Sensor length FHEES R given by application
> Range #i[#] 0...140°C

> Accuracy FEHERS + 0,25K

Sensors for pressure measurement &7 2{E &3

» Range <50 ... 4000mbar
s [ (< 5kPa ...400kPa)

» Accuracy + 20 mbar at 25°C
TEUERL

(+ 2 kPa at 25 C) N0 connector
required (chamber pressure)f: 3z &

e (E=ERT))

> Connector
Sy

OOOOOOOOOOOOOOOOOOOOOOOOOOOO

_/
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Validation of the thermal process in sterilizers #2525 P A EGEFE

43

Suitable temperature logger & 3E IR EC #kas

EBI 12 temperature logger with
1.2 to 1.5 mm flex probes radial
and axial

EBI 12 JiEaC#keas » A 1.2
£ 1.5 mm {5 [a) Re A 2 14 PR A

Suitable pressure logger &Y B 130 8%

EBI 12 pressure
logger with 1.5 mm
flex probe with luerlock
EBI 12 B2 f]EC8%E

7 1.5 mm FEEEEH >
S

EBI 11 temperature logger
g, With 2 mm rigid probes
kﬁg (diameter 1.95 mm)
EBI 11 (&0 fkas * 7 2
mm [+ PEEH
(Ef% 1.95 ZX)

EBI 11 pressure logger
with and without

luerlock
EBI 11 B2 /]308%kes ° 77
AT ERA

o) AZ E R IR ASELE -ebro-
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Requirements for the validation software B Z& 8 ST EK

44
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ZERTIFIKAT & CERTIFICATE &

CERTIFICATE

No. Z216 08 96885 001
Holder of Certificate: Xylem Analytics Germany GmbH
ngerstr. 10

GGGGGGG

Production 96885
Facility(ies):

Product: Application Software

©

Model(s): Data logger systems: Winlog.validation,

Winlog.med

T0V S0D Product Service GmbH - Zentifizierstelle - RidierstraRe 65 - 80339 Manchen - Germany

Evaluation software FM&E Winlog. Validation

Software for validating and steam sterilizer processes as per DIN EN
15883, EN ISO 17665 and per DIN 58929

fR#% DIN EN 15883 ~ EN I1SO 17665 #[I DIN 58929 Biiid flIZ& 1S I B
ER AR AR

FDA 21 CFR Part 11 compliant software 7577 FDA 21 CFR Part 11
HARK RS oo

Validated by independent company like TUV
& TOV FHEN L m S

Calibration certificates f#EzEE

1Q, OQ documentation FEFCC 1
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Validation evaluation &85 284

What would a typical steam sterilization report look like? BLEVFIZRISIE RS & EER 2

20.00-

25.00-F

)
20.00--

15.00 : : : i : : : : : : : |: : : : : i : 3 . : :
07.05.2014 07.05.2014 07.05.2014 07.05.2014 07052014 07.052014 07.05.2014 0O7.052014 07.05.2014 07052014 07052014 07.05.2014 07052014 07.05.2014 07052014 07.052014 07.05.2014 07.05.2014 07.05.2014 07.052014 0O7.052014 07.05.2014 07052014 07052014 07.052014 0O7.05.2014
11:08:17 11:10:17 1M:12:17 M:14:17 11:18:17 11:18:17 11:20:17 1:22:17 11:24:17 11:28:17 11:28:17 11:30:17 11:32:17 1:34:17 11:38:17 11:38:17 11:40:17 11:42:17 11:44:17 11:48:17 11:48:17 11:80:17 11:52:17 11:54:17 11:56:17 11.58:17

GRANDEVER BIOTECHNOLOGY ;, LTD.

/
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Validation evaluation &35 2R L

BiZE FEER INEFEEZ Fy-value FOfH

AT ] mmmmwEmE Fo R 1210C i
S EET RS (LR

ol (i) ZIRHIBEBERR » ZZaf2 Ll Z {55y 10
o] HOTAZEY) R e - R EMELR R H i 7

== O
v2000 ':F' El/‘] JFEnn °©
115.00-
110.00-
105.00-
100.00-}--
95.00-
90.00-
85.00-
80.00-F-
T5.00-1
70.00-

T-121.1
FO = At Z 10z

At —the time interval between two temperature readings fi 25 & 78 24
w000 < TRIRNRRF FR] TP

45°°~”mw~*~“m“~*mw~ T — the temperature at time t of the product under sterilization i [l Z il

65.00-| - -
60.00-| - -

55.00-F - -

oan - TERRFRA ¢ AU P )
oo z —temperature coefficient (assumed as 10 C) JREE/REL ({RE% A 10°C)

07052014 07.052014 07052014 07.052014 07.052014 15.00-
1:18:18 120118 11:22:16 12418 11:28:18

10.00 " " "
07.05.2014 07.05.2014 07.05.2014 07.05.2014 07.0¢

o) AZ E R IR ASELE -ebro-
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Validation evaluation E&Z& R4

47

135.00-
1230.00-} -
125.00-
120.00-
115.00-
110.00-|
105.00-
100.00-
95.00-
90.00-} -
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35.00-| -
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100 i . . . .
070520'14 07.05.2014 07.05.2014 07.05.2014 07.05.2014 07.05.2014 07.05.2014 07.05.2014 07.052014 07.05.2014 07.05.2014 07.05.2014 07.05.2014
11:28:48 11:29:18 11:29:47  11:30:17  11:30:47 11:31:17 11:31:46 11:32:16  11:32:468  11:3316 11:33:45 11:34:15 11:34:45
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85.00-|
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50.00-
45.00-
40.00-
35.00-
30.00-|-
25.00-

20.00-f

15.00

07.05.2014 07.05.2014 07.05.2014 07.05.2014 07.05.2014 07.05.2014 07.05.2014 07.05.2014 07.05.2014 07.05.2014 07.05.2014 07.05.2014
11:50:07

11:38:22

11:

:02

11:41:43

11:43:24

11:45:04

11:46:45

11:

28

11:51:47

11:53:28

11:55:09

11:56:49
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Validation evaluation E&Z& R4

B’ Result - ot
R 3
Passed Hix
Criterion Morminal value Actual walue
EEI--@ Sterilization ternperature band 134.00 - 157.00 °C 13406 - 135.55 °C
@ aimum eguilibration time == 15 Sec. 1 Sec.
@ minimum sterilization time == 180 Sec. 337 Sec.

= @ Lethality ==15.00 148 86
@ #15114714 [1] ==15.00 150.85
@ #15114718 [1] ==15.00 148 86
@ #15114712 1] ==15.00 15095
@ #15114744 [2] ==15.00 154 16
@ #15114671 [1] ==15.00 151.59
@ #5114 7 [1] ==15.00 14953
@ #15114715 [1] ==15.00 15218
- Variance 2= 200K 031 K

LU Pressure velocity decreasze (evacu... 133.8 kPamdin.

LU Pressure velocity decreaze (drying) 2935 kPamdin.

LU Pressure velocity increasze (eguilibr... 102.2 kPamdin.

0k Set manually to 'pazzed'

RO -ebro-
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Further questions? Don’t hesitate to contact me under: 3&—*V B [HIRE 2

sRpafFEE DL 77 2B R
? | 0049-8419547837
&\ sebastian.schwarz@xylem.com
-
—
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Zoom i HH

Brief Introduction &1}

Norms & Regulatory requirements i & f1%s & 2ok
H%EEE/]%AH_L

Validation of sterilization processesi
Evaluation of a steam sterilization process with the
] Winlog.validation &M Z< /A3

Ifliﬂﬁlﬂﬁﬂﬁf‘ﬁﬂlbﬁl
-ebro-
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Winlog.validation {&
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Discussion & Wishes
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Next Webinar I —{Efd4S T &

Stale air is so last year!

With the CO:-measuring device RM 100 for air quality measurement

‘ Roland Trubswetter

Productmanager Food

@ 2:00 p.m. to 2:30 p.m. book your seat!
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