O6G30p peweHnn u TPeHOOoB Ha pPbIHKE TEPMUYECKOU (
BanVIp‘aLI‘VIVI. napOBble CTepMnM3aTopbl_ Validation Solutions

Roman V. Loretts, Regional Manager
ELLAB A/S
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O630p BanMaaumMoHHbIX CUCTEM
[MpakTnyeckast tHdopmMmauusa n TpeHabl

O6Lwme BbIBOAbI N KOHTAKTbI AN CBA3N
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KoMmnaHuna ELLAB A/S

« Ellab A/S ocHoBaHa B [laHnn B 1949

« PagpaboTka, Npon3BOACTBO W NocTaBKka TEPMOBaNUAALNOHHBIX CUCTEM

« Ellab UK Ltd. — BenukobputaHus

« Ellab GmbH — 'epmaHunsa & AscTtpus

. Ellab S.AR.L. — ®paHuus |
« Ellab Inc. — CWA

« Ellab Philippines Corp. — ®dununnuHsol

« Ellab FZCO — OAD

4000+ 3akas4yumkos
« 1000+ cbapmaLeBTUYECKUX NPOU3BOACTB
« 40000+ eguHunL obopyooBaHUs B NOSb30BaHUN

ellab.com FTMNCuHI,2017



BannoaunoHHas I/I3M9E|/|Teanas=| CUCTEMa vt sivaons

CocTouT na:
*  WameputenbHbix Jatymnkos (Tepmonapbl, RTD)
« [lata norrepoB (3anucb, 06paboTka, nepenada gaHHbIX)
« KanubpoBouHoe obopyaoBaHue (ansi Nofb30BaTEeNbCKON KanmbpoBKK)
* [lporpammHoe obecneveHne — aHann3 Nony4YeHHbIX AaHHbIX ‘

AKceccyapbl M (OUTUHIN AN pasMeLleHns 4aT4nKoB B Tpebyemblx Todkax & . 7 45
— \\" & o
R )

O6Lwye TpeboBaHWS 3aKasunka: i -

» CootBetcTtBUE TpeboBaHmam (Bkn. FDA 21 CFR, yacTb 11) ' ‘

« JokymeHTauus (URS/IQ/OQ/PQ/CP/CC) , ...IEJ ’ li_l’-ﬂ

«  COBMECTUMOCTb, N'MOKOCTb, AONTOBEYHOCTL, CPOK OKYNnaeMoCTy T T L:

«  Bec, pasvep, rabapuTsbl L o. )

« JlerkocTb 1 yoobCTBO B 3KCMnyaTauum
« [lonb3oBartenbckas kanubposka, Bepudurkaums
*  CKosfibkO BpeMEeHM 3aHUMaeT NoAroToBka U COCTaBIIEHME OTYeTa, NPoToKona

ellab.com FTMNCuHI,2017
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O63oE NPOBO/AHbIX CUCTEM

[laTynkn naBneHus

TepmonapHble AaTynku

Ellab E-Val Pro

CneumnanbHble KOHHEKTOPbI AJ1A NoAKITH4YEeHUA
Nnornb30BaTeribCKNX 4aT4YNKOB

[pyrve nmeHa B oTpacnu:
* Yokogawa
« Kaye

ellab.com FTMNCuHI,2017
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laster module
fmbient temperature

fambient humidity

imension (HXW>D)

eight

power consumption

isplay type

b connection -Use.

fpC connection - LAN

Jus flash drive for off line data transfer
fcold junction compensation

fstand alone operation

premory size

rax number of channelsin each module
Number of session to be stored in memory
Jpuildin Battery BU

foroup statistics available offiine

2V DC Power supply

P class.

fsamplingrate
-12 channels
3- 24 channels.
5 - 36 channels.
36 channels

fremperature sensors
pirect interchangeable with sealed plug
Range
fryve
ntegrated cold junction compensation
jnigue ID number
Resolution
Jprobe Accuracy wo calibration
Jprobe Accuracy w. calibration
ystem Accuracy wo calibration
bsystem Accuracy w calibration
Jotionai factory calibration

pressure sensors
irect interchangeable with sealed plug
Range

frceuracy

Resolution

[Relative Humidity (RH) sensors

Range using Dry/Wet bulb method
frceuracy at 25 ¢ non condensing

efiection sensor
pirect interchangeable with sealed plug
Range

frceuracy

Resolution

Rotation Sensor
pirect interchangeable with sealed plug
fspeed (RPM)

frceuracy

Jother parameters
irect interchangeable with sealed plug
10 Volt
20 mA

pprovals
oA compliance
EAQDIQwed.

ellab.com FTMNCuHI,2017

Master module

Ambient temperature

Ambient humidity

Dimension (HXWxD)

Weight

Power consumption

Display type

PC connection -USB

PC connection - LAN

USB flash drive for off line data transfer
Cold junction compensation

Stand alone operation

Memory Size

Max number of channels in each module
Number of session to be stored in memory
Build in Battery BU

Group statistics available offline

12 V DC Power supply

IP class

Sampling rate
1- 12 channels

13 - 24 channels
25 - 36 channels

> 36 channels

Temperature sensors

O630p NpoOBOAHbBIX CUCTEM

Pressure sensors

Direct interchangeable with sealed plug

Range
Accuracy

Resolution

Direct interchangeable with sealed plug

Range

Type

Integrated cold junction compensation

Unique ID number

Resolution

Probe Accuracy wo calibration

Probe Accuracy w. calibration

System Accuracy wo calibration

System Accuracy w. calibration

Optional factory calibration

Other parameters

0-10V
4-20 mA

@

Validation Solutions

Direct interchangeable with sealed plug

[MpoBepsnTe cneundmkaymm

CyLLEeCTBYHOT pasnnyHble KOHCTPYKLMMK U

TEXHOJIOTNMN CNCTEM

3aHpOCVITe pekomMeHgaunn 'y oTpacrieBblX

creunanncrtoB

[MonpobynTe npoTecTMpoBaTh
obopynoBaHue Unn BO3bMUTE B apeHay

I'IpOBepre Halrimyne n Ka4ectBo
nokKanbHoOmn TeXnoagep>XKkm n

obcnyxmnBaHus
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TepMmonapHble [aTymnku

e OCHOBbI U3MEpPEHMUS

Cu n V-t—junction -
V. =V +V .
Cu/Ni ® 3 tot t-sensor t-junction
Junction
“t-sensor

O ekt 3eebeka: B 3aMKHYTON LieNu, COCTOALLEN N3 Pa3HOPOAHbIX MPOBOAHNKOB, BO3HUKAET
Tepmo-3[C, ecnn mecTa KOHTaAKTOB NOAOEPKUBAKOT Npu pasHbiX TeMnepaTtypax. Takas uenb,
KOTOpas COCTOUT U3 ABYX PasfnyHbIX NPOBOOHMKOB, Ha3blBaeTCsl TEPMONapon.

ellab.com FTMNCuHI,2017
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TepMmonapHble [aTymnku

 (OObIYHO NCNONb3yTCA Tepmonapbl Tuna T (Meﬂ,b-KOHCTaHTaH) Aand M3MepeHMVI B
dBTOKI1aBax, neyvyax n 1.4.

UCTOYHMKN OLLMOOK B NU3MEPUTESNTLHOM LienoYyKe

»  KOHCTpyKUMA 1 NONOXeHne gaTtymka
« Co3gaHue BTOPUYHbBIX coeanHeHnn | peskue nepernbobl npoeoaa / kKabenbHbIM BBOA
» Kopposusa / ctapeHune kabena / Bnara

*  Owwnbkm xonoagHoro cnasi (CKBO3HSAKN, TENNOBOE OTCTaBaHNE B KOMMNEHCaL MW, NOrPEeLLHOCTb
N3MEPEHNA B XONOLHOM cnae)

e OIEKTpUYECKME NOMEXU
*  Ownbkun npeobpasoBaHna AL, pacyeTos

NHO. komneHcaums MaMaTb 3aBOACKON U
XOMNoAHoro crag NOSb30BaTeIbCKOM
KannobpoBKM

ellab.com FTMNCuHI,2017
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Tect TeMnepaTypHON KOMMEHCALUUU wwmsben

e TecT KOMNeHcaumn ¢ 11 gaTymnkamm

E-Val Pro pasmelleH B TepMokamepe, TepMonapbl BbiBeAeHbl B BaHHY CO Nb0OM

ellab.com FTMNCuHI,2017



@

Tect TeMnepaTypHON KOMMEHCALUUU wwmsben

- Pe3ynbTaTbl TECTA NPN U3MEHEHUN TEMNEPATYPbLI B
kamepe 25 - 10 - 20 - 30 - 40 °C

E-Val Pro

3 mE ER R =N .
- R
mmmmmmm ;

Compensation Error K

[TokaszaHunst Bcex gartynkos cuctemol E-Val Pro coxpanunuce B nonoce £0,1°C

ellab.com FTMNCuHI,2017
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"Side by side” cpaBHeHUe

N | & LT T P

67485

(i) (et (] m—(rf — —( —(r m—(r =—(t

[MpumeyaHue: TecT npoBeaeH Ha pabpuke ELLAB A/S ¢ uenbto obLero cpaBHeHUS XxapaKTepUCTUK BannaaLMOHHbIX

CUCTeM.

ellab.com FTMNCuHI,2017
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Akceccyapbl KabesibHOro BBoAa

ellab.com FTMNCuHI,2017



[TfpaBUNIbHOE obpalleHne, TEpMONApPbl s
L

e TepMonapHble AaTUYUKN ABNSIKOTCSH PAacXOAHbIM MaTepuasnioM C OTHOCUTENBHO
KOPOTKMUM CPOKOM CNy>K6bl

e [lpounTanTe pyKoOBOACTBO MO 3KCM/yaTaumm
e [IpoBeante obyyeHue nepcoHana
e [lpoBepbTe HaNNMUME U KAYECTBO JIOKa/IbHON TEXMOAAEPXKKN U 0BCITY>XMBaHUS

ellab.com FTMNCuHI,2017
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Yxon oT NpoBOAHbIX CUCTEM

e YXo4 OT «CnarreTm» Kak TpeHa nocnegHux 10 net
e DKOHOMWS CpeacTs AN COOCTBEHHMKOB, BPEMEHM U HEPBOB A1 OrnepaTopoB

ellab.com FTMNCuHI,2017
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O630p 6ecnpOBOﬂHb|X CMCTeM Validation Solutions
S LI T 1] ’
- . }/ k;l
LI > _ Lﬁié
8 \ :
H 8! |¢ ‘%‘“:‘( :.,c -

Ellab TrackSense® Pro

[dpyrne nmeHa B oTpacnu:

Ebro

Kaye
DataTrace
MadgeTech

ellab.com FTMNCuHI,2017
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O630p 6ecnpoBOAHbIX CUCTEM
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Validation Solutions

fpatery
ricld replaceable
pattery Life (Estimated)

JRelative Humidity (RH) sensors

Jtistically Safe (Eex, UL)

E Approved

Reader Station

Logger/reader station communication
RS232 - computer

USB - computer

Reader Station powered by computer
Ethernet - computer

Number of loggers at the same time

Logger

Logger material

Dimensions w/o sensor (diameter x lenght)
Operating pressure ABS

Operating Temperature

Memory Size

Sampling Rate

Interchangeable sensors

Battery
Field replaceable

Battery Life (Estimated)

SKY
Optional RF transmission

Pressure sensors
Operating Temperature
Sensor type

Range

Accuracy

Fastest sample rate

Temperature sensors
Operating Temperature
Sensing element

Flexible sensors available

Dual sensors available
Quadrople sensors available
Diameter of sensors

Different probe configurations
Accuracy in range 0 to +140°C

Relative Humidity (RH) sensors
Operating Temperature

Range

Accuracy at 25°C non condensing
Temperature Compensation
Suitable for EtO applications

Conductivity Sensor
Operating Temperature

Range
Accuracy

Approvals

Intristically Safe (Eex, UL)
CE Approved

[MpoBeagnTe cepbe3HbIv aHanms
cneundukaumn n pyHKUmMoHana

3aI'IpOCVITe pekomMeHgaunn 'y oTpacrieBblX
creunanncrtonB

[MonpobynTe npoTecTMpoBaTtb
obopynoBaHue Unn BO3bMUTE B apeHay

[MpoBepbTE HanNMyne n Ka4ecTBO
NOKanbHOM TEXNOAAEPXKKM U
obcnyxmnBaHus

He 3abbiBanTe 0 NpocToM 00LLEM
NPUHUMNE: 38 HU3KOW CTOMMOCTbIO
cnegyeT COOTBETCTBYHOLLEE KAaYeCTBO

Q@
=

ellab.com FTMNCuHI,2017



[MpaBunbHOE obpalleHne, AaTa NOTTEePbl v
L

e [lpoynTaiiTe pyKOBOACTBO MO 3KCr/yaTaLlum
e [lpoBeanTe 0byyeHne nepcoHana
e [lpoBepbTe HaNNUME U KAYECTBO JIOKANIbHOM TEXMOAAEPKKN U 0BCNY>XMBAHUS

ellab.com FTMNCuHI,2017
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q) M Kca L" Mﬂ D'aTLI M KO B B I-I a KO B Ke Validation Solutions

e TOYHOE MO3ULMOHNPOBAHME B “XONOAHOM TOo4YKe”
e Ouwwubka B 1°C gaeT norpewHocTb namepeHus FO B 26% npu 121,1°C

ellab.com FTMNCuHI,2017
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q) M Kca L" Mﬂ D'aTLI M KO B B I-I a KO B Ke Validation Solutions
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KannbpoBo4yHoe obopynoBaHue

PeweHus Ellab

\Y ?\(\@/ W

——

OTanoHHbIM TepMoMeTp ETS

Kaye IRTD u kanubpatop LTR
(kannbposka Tepmornap)

XnakocTHoM KannbpaTop Co BCTaBKOW Cyxo6/104HbIN KannbpaTop ¢
ONS NOrPY>XEHUS AaTa JIOrrepoB  MOACTaBKOW Ana (pmKcaLuumm norrepos

ellab.com FTMNCuHI,2017



ABTOMaTNyeCKas Mojib3. KaMObpOBKa =

ﬁ Hacrpoika Kaavbposku et S

« ABTOMaTMyeckoe nosiydyeHue - — E——
@ AsTOMaTMYECKER () EVal Pro @ KannBpoeka

NaHHbIX OT TEMNEPATYPHOro Ey—

© EVal Flex

() MonyaeTomamueckan

3TanoHa ETS u ynpaBneHue B [
() Pyuran KanuGposka © ETI . Homep
KannbpaTtopoM, Hanpasndas oT [ d
KpuTepuii CTaBuneHocTa Toukw KanuBposki
TO L'I KM K TO L'I Ke B I-I O Monoca KoneGanwi 3tan. Tepm.: 0.200 2l *C £ 1200 = Oofiasuts

Temp Adj. Paint YoanuTs

Bpema Konetani: 0003 00

BcTaemms
Bpema Bolnepaim 00 1000

OunciTe

il

]
P e

Monoca KoneGanwil 31an. Tepm.: 0.100 = T

CmenoHenne Temnepatypel Kanana oo 0.30 = T
KOPPEKTWPOBKK (+/-):

Cmenonenne Temnepatypel Kanana nocne |30 al T
KOPPEKTMPOBKM (+/-):

Bpema Mpoxopa: 000L00 *

WWaGnoHe
Donyck Toua Kanubp. (+/-) 1.00

JarpysnTe ] I Coxpatmme Touxa CctaHoskm Kanwbp. 25.00

ellab.com FTMNCuHI,2017
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ABTOMaTNyeCKas Mojib3. KaMObpOBKa =

T4 Fle TreckBense EValFlex ETS Tools Windows Session Add Help
= d &R i 1 - [
]
Optimal settings for EVF calibration on LiquiCal HM bath B
-7 E-Val calibration new insert 1 - [ec] 11-02-2010 14
/TEFm Loggers 150.00
S-b 10040934571
¥ LC 01 145.00
¥ LADZ
AT 140.00 /
s LA 135.00
| 105741.35937
LC 05 130.00
¥ LADE /
- 192.168.1.52JER Modul 125.00 /
) TC19602-Ch 1 120.00
o TC19593-Ch 2 /
¥ TC19605-Ch 3 115.00
¥ TC19606-Ch 4 = /
¥ TC13846-Ch 5 110.00 /
-/ TC13342-Ch 6 105.00
TC13854-Ch 7
o/ TC13852-Ch 8 100.00
I Step 1 Started /
1 Fuctuaton Start Time 2s.00
-1 Fuctuaton End Tme 80.00
1 Holding Start Time /
! Holding End Time 85.00
! Pass End Time /
Step 2 Started go.00 /
-1 Fuctuaton Start Time 75.00
-1 Fluctuation End Time
~ | Holding Start Time m 70.00
! Holding End Time /
| Pass End Time ss.00 / /
! Step 3 Started 60.00
-1 Puctuaton Start Time /
= | Fluctuation End Time 55.00
=1 Holdng Start Time
! Holding End Time 50.00 /
| Pass End Time - 45.00
Name [Min | Max [ 17:2008 /
TC19%02-Ch1 2631 143.33 [ADNIN 40.00 /
TC1983-Ch2 2631 143.32 140.08° 35.00
TC1%605-Ch3 2627 [IA334)[AEDHTE) /
TC19606-Chd 2626 14332 140107 30.00 L
TC13846-Ch5 2626 143.30 14009° 25.00
TC13842-Ch6 2628 143.33 14008°

e DKOHOMUT BpeMsi (MOXHO 3anyCTUTb Nepes yXoA0M [AOMOMN B HOYUb)
« YcTpaHsieT yenoBeyeckuii hakTop 1 0b6ecrneymBaeT NPOC/IEXMBAEMOCTb KalIMbpOBKY

ellab.com FTMNCuHI,2017
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HEOFEaMMHOe ObecneyeHune

Obwume TpeboBaHUs Nonb3oBaTeNs:

° npOI/ISBOLI,I/ITeJ'IbHOCTbI Kakmne OT4eTbl U pacHHeTbl A4 MOry agenatb? I'IOTpe6yeT0ﬂ nn genartb
AOMNorNHnTEsrbHbIE paCc4eThbl BHE I'IpOl'paMMbI?

« Kak peannsoBaHbl KOMMOHEHTbI cOOTBETCTBUSA TpeboBaHuam FDA 21 CFR, yactb 117
Kakne gokyMmeHTbl 1 OyHKUMKM S nonyYato, noaTeepxgarlme JaHHOe COOTBETCTBUE?

*  BO0O3MOXHO fn Ucnonb3oBaHWe O4HOM NMPOorpaMMHoN nNnaTopMbl AN NMPOBOAHLIX U
6ecnpoBOAHbLIX CUCTEM?

* EcTb nn doyHKUMS nonb3oBaTenbCKon KannbpoBkn? ABToMmaTnyeckas?
*  MoryT nu HeckonbKko nonb3oBartenen pabortaTb ¢ ogHoN 6a3oM aHHbIX?

& -

AR
\/\'i.

« HackomnbKo 1 MOry COKOHOMUTbL BPEMS Ha MOAroTOBKe oTyeTa? ¥
« [lporpamma nepeseageHa Ha Mou A3bIK? EA. nsmepeHna? Q Mf%
« Kak a9 mory nposecTtn oby4yeHune nepcoHana no padore c 10? ap

« Kak peanusoBaHa 3aluuTta U apxuBauyust MOUX OaHHbIX?

* [lpuHumaet nu gaHHoe O n TpedboBaHua mon IT otoen? ’ l'.‘_ng ’ .i.'EJ

O ©_lum

ellab.com FTMNCuHI,2017
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HEOFEaMMHOe ObecneyeHune

Operating system: Windows VISTA 32-64 Bits -
Operating system: Windows7 32-64 Bits ° BaxxHo npoBeCTN CpaBHUTESJIbHbIN aHAJTU3

Operating system: Windows 8 32-64 Bits npeanaraemMbix NPorpamMmmHbIX nnatopm
Operating system: Windows 10 32-64 Bits

Database SQL Express 2012 (Database Structure)
Server Solution and CITRIX Support

« Xopowwun cnocob: yctaHoBUTE U

Mult Language (New Language Dutch). nonpoOyrte nopaboTtaTb, NPOTECTUPOBATL

Access Manager incl. Individual User Profiles . 3 6
Access Manager incl. Password option at login anpocunTe obpasLbl OTHETOB, NPOTOKOJ10B

Audit Trail, Electronic Signature & Access Points

Database Backup - Restore « 3anpocute cnmcok yHKunm un otyetos O
Manual 1-6 point Calibration

Semi & Fully Automatic 1-6 point Calibration ° I'IpOBepre Halrimndyme tTexnoanepKkm

Report: Advanced Validation Report Change Database

Report: Validation Report incl. EN17665/EN554 Template Merge session

Report: Leak Test Report (support EN285 and EN13060) Transport logger function

Report: A0 15883 report

Report: Advanced Phase Statistics App - webserver (open web browser from valsuite desktop)
Report: Limit Report incl. optional saturated steam conditions SCADA function (online measurement in SQL table)
Report: Statistics (Min, Max, Average, Delta, St. Dev.)

Report: Combined Uncertainty Report Session Add: Comment

Report: Mean Kinetic Temperature Report Session Add: Time Markers

Report: Washer/disinfector report include temperature/conductivity sensor  Session Add: Lethality (Fo, Po, Co) Calculation
Statistics online value (Min, Max, Average, Delta, St. Dev.). Session Add: Lethality (Ao) Calculation

ellab.com FTMNCuHI,2017
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HEOFEaMMHOe ObecneyeHune

* NpeHTndukaumsa pacrnosioxeHmns naTynkos

Posttions:

B | [Tresia [sN [Alias | Type |Position Name | Posiion Descri
98 E 0006 (P -
— Do [ [ S S |
<J = 2 10014 Default Position 2 ¥
(N [@]10014 ||
.’. @012 3 10122 Default  Position 3
o 0132 10132 DefaultPosition 4
D..‘ @10213 38
(<] [¥10219 5 10213 Default Position 5
S 10222 16 10219 Default Position 6
Pe 110230 —
.. 7 10222 Default ~ Position 7
N [[J10304 -
:‘x Fl10339 s 10230 Default Position 8
B

RoX Ll
1 103
==

« T[logobHas kapTa 3arpy3kM WMMeeT [OBe OCHOBHble (YHKLUMN. PYKOBOACTBO K
OENCTBUIO AN onepaTtopa NPU MOHTaXe [aT4yMKoB M 0bsi3aTernbHbIA 3NeMeHT
OOKYMEHTUPOBAHUS B BannaaLMOHHOM NPOTOKONe

ellab.com FTMNCuHI,2017



FDA 21 CFR, yactb 11 b,cC

ValSuite 4.0 Manual @ =+ e e (@ [ e Ba3sa OaHHbIX

IQ/OQ Qualification Protocol

ValSuite Pro 4.0 Change

Cantzal Boiment « JXypHan Ayguta

ValSuite Pro 4.0 Software for TrackSense,
TrackSense Pro and E-Val Flex

e ——— * OnekTpoHHble Moanucu

-~ e -
Mens
Eauipment supporied by ValSute™ software: L
I
Eva it
TrackSense* Pro
TrachSerce (Sasley Stcies)
ETS - Clab Tenpere Standad
LiuiCalang O=M device . Statement

pini @) @
TrackSense PRO2 - -

x )
Tracksensa Pro Muts Reader Staton

‘ Valldation of VaiSuite Pro version 4.X.X

Py a0 Critical Parameters
i omnb 5} 21 CFR Part 11
o g cose 311a3053 :

A el Compliance New ValSuite Pro 4.0 Software for E-Val

Tosptone: and TrackSense Pro

it

Web Ste. ValSuite Pro 4.0 Software.

S

‘ = = B | L 2 4
=N |, i (el PR p
- < Revamar: V4 »
B At % 0t masagrmart
(o= o = e
peie paen arson
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TpeHAabl, NporpaMMHasa naatgopmMa

*  WHTterpauus IT-cuctem B bonblion dapme

* HoBoe nokoneHne nHcnektopoB FDA ¢ dookycom Ha IT-uHterpauumto,
©e30nacHOCTb M LEenOCTHOCTb AaHHbIX

ellab.com FTMNCuHI,2017
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TpeHAabl, NporpaMMHasa naatgopmMa

e 2016-2017: 26 KpynHbIX doapMaLeBTUYECKNX 3aKa34YMKOB C YCTaHOBKaMMU
Citrix / KnneHTt-CepBep

» HoBble TpeboBaHUs Nonb3oBaTterien K NporpaMmMmHOMY 0becrneveHmto:
= TexHonormna SQL Server
» PeweHne ons KNMeHToB / cepBepoOB
» [lopgaepxka Citrix
= Bbes3onacHocTb Windows
= [pynnbl Active Directory Windows
= JXypHan AyaouTa Ha cepBepe
= [lBoMHaa gnHammnyeckasa 0asa gaHHbIX
=  OneKTpoHHasi Noanuch (corracoBaHme pabo4vmx NpPoLeccoB)

= XpaHeHne N KOHTPONb cepTUdMKaToOB KannbdpoBkn B obnake

ellab.com FTMNCuHI,2017
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TpeHAabl, NporpaMMHas naatdpopmMma

Be3onacHocTb rpynn Active Directory

ValSu ValSu ValSu ValSu ValSu ValSu ValSu valSu ValSuite Laptop

Dataw Data.. Datab. Datat. Datat. Datatb,. Datab. Datan. Database

HoBbin N3ameHeHune [pynnbl

Ypanenue
[Monb3oBaTesnb

[Monb3oBaTend
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TpeHAabl, NporpaMMHasa naatgopmMa

[Nocne nonyyeHust AaHHbIX MO TeMNepaType OT PErnMcTpaTopoB NCMONb3YHTCS
HOBble (PyHKLMM BM3yanu3auum 1 aHanuaa rnoslydeHHbIX JaHHbIX, Kak Hanpumep:

* [locTtpoeHune n 3D Bn3yanusaumsa tennopacrpeseneHus
« 3D Bugeo mogenupoBaHue TennopacnpeneneHns

Your Video Is Being Generated

X By o
Ser Y
E 1 1 E
5 =i w @
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AHann3 BpeMeHHbIX 3aTpaTt

Bce d)yHKLWIVI N KOMINMOHEHTbl B COBOKYNMHOCTUN NpU3BaHbl 3KOHOMUTDb Balllé BpeMAi.

Hwxe npencrtaBneH npumep Npon3BeaeHHOro pacyeTa noatanHbiX BPEMEHHbIX 3aTpaT oOT
3akas4dnka B [epmaHum npu paboTte ¢ pasnuUyHbIMK NOCTaBLUMKAMM ABYX Pa3fnYHbIX CUCTEM

BecnpoBogHble gata norrepbl (16 TMP + 1 PRS)
VS
TepmonapHble aatumkm (16 TMP + 1 PRS)

Preparation Setup and Calibration of Equipment

P ing the study incl. P Fail criteri .
reparing the study incl. Pass/Fail criteria 00:20:00| Preparing the study 00:20:00

and battery check

Prepare SIM modules for calibration incl.

TC check and replacement if appropriate.
2 Calibration Setup / Calibration Start 00:20:00] . P PP , P 03:30:00 )
Calibration Setup / Place sensors in dry

block and start calibration.

3 Pri .nt Du.t of data / results and disassemble 00:10:00 F'rifwt ou-t of data / results and disassemble 1:30:00 >
calibration setup. calibration setup.

4 Preparing the database 00:05:00|N / A 0:00:00
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AHann3 BpeMeHHbIX 3aTpaTt

Preparation and Start of the Qualification Study
5 N/A 00-00:00 ’:..falidator configuration and feed the TC's 02-30:00
into the autoclave.
Position loggers and document Position TC's and document positioning's
6 L i 01:30:00] . 3:30:00
positioning's with photos. with photos.
7 Start loggers 00:05:00]5tart Validator 0:05:00
Disassemble the Qualification Set-up
Removing the loggers from the test
8 . € B8 00:20:00|Removing TC's from the test objects. 0:45:00
objects.
Removal of TC's from the autoclave incl.
9 N/A 00:00:00 )
detangling TC's for transport.
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AHann3 BpeMeHHbIX 3aTpaTt

Retrieve Data From Test Equipment, Data Analysis and Printout of Qualification Results

Retrieve data from loggers and place time , )
10 00:10:00|Retrieve data from the Validator. 0:20:00
markers.
Dat i d det ot ¢ Data analysis and determination of
11 a'a analysis and de er.mln.a “:_m © 00:10:00|whether or not Pass/Fail criteria was met. 5:00:00 >
whether or not Pass/Fail criteria was met. ]
Place time markers.
12 Docume nting logger positions using 00:10:00 Do::ur.nenting TC positions using photos 1:30:00
photos from item 6. from item 6.
13 Print and approve/sign report. 00:03:00|Print and approve/sign report. 00:03:00
14 Number of repetitions for items 11, 13 3,00
Post Calibration of the Equipment
P i tart ddi bl Calibration Setup
reparation, start-up and disassemble .
15 .p L P 00:30:00]Place sensors in dry block and start
calibration set-up ] ]
calibration
16 Print and approve/sign Report 00:03:00|Print and approve/sign Report
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AHann3 BpeMeHHbIX 3aTpaTt

Qualification Stage and Total Qualification Labor Time
Difference

Preparation Setup and Calibration of

01-04 ] 0:55:00 4:25:00 5:20:00
Equipment
Preparation and start of the Qualification

05-07 1:35:00 4:30:00 6:05:00
Study

08 - 09 |Disassemble the Qualification Set-up 0:20:00 1:25:00 1:45:00
Retrieve data from test equipment, data

10 - 14 Janalysis and printout of Qualification 0:59:00 16:00:00 16:59:00 >
results

15 - 16 JPost Calibration of the Equipment 0:33:00 2:27:00 3:00:00
Total Labor Time 4:22:00 28:47:00 33:09:00

« Hackornbko 60nbLwon MOXeT BbITb 9KOHOMUSA BPEMEHM B BaLLMX YCNoBusax? 3a cyet
KaKnX KOMMNOHEHTOB?

« BoamoxHo Bam cTomuT nonpoboBaTb Npon3BecTn NogobHbIN aHanu3?
« Banunpauma B komnnekce notpebyeT OT Bac:

— To4Horo u oTkanmbpoBaHHOro obopyagoBaHus

— OOyyYeHHbIN NepcoHan 1 3ag0KyMEHTUPOBAHHbIE Npoueaypsbl

— 3HaHuIi npouecca n obopyaoBaHms
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Tepmonapsbl vs [laTa Jlorrepsl
.
NMpoBoaHble Tepmonapbl BecnpoBogHble [laTa Jlorrepbl
Bonee 6romKeTHLIM BapnaHT Ans Bbile cTOMMOCTb NepBOHaYanbHbIX UHBECTULUN
nepBoHaYanbHbIX MHBECTULINK
MeHee JonroBeYHbl, pacXO4HbIN MaTepuan Bonee gonroeeyHbl, cTanbHble AaT4YnNKN
Bo3MOXHbI yTeukn Yepes KabenbHbl BBOA HeT yTe4vek (3KOHOMUT BpeMSI)
[OnntenbHoe BpeMSt Ha MOHTaX/AeMOHTax OKOHOMUT BPEMSI HA MOHTaXe/aeMoHTaxe
Bcerga nepegaya gaHHbIX B peanbHOM Bo3MoXxHO nepefaya gaHHbIX NO paguo nepegade, HO eCTb
BpEMEHMU OorpaHnYeHus
Bes 6aTtapeek TpebytoT 3ameHbl 6aTaperikm B cpeaHem pas B rog,
CpenHasa TOYHOCTb U CTabubHOCTb Bblcokasi TOMHOCTb 1 CTabUNBbHOCTb
LLinpoknin TemnepaTypHbIN Manas3oH LLinpoknin gnanasoH 1 Bbl6op AaTYNKOB

Ncnonb3oBaTb NPOBOAHYHO UMK GECNPOBOAHYI0 CUCTEMY SIBMSAETCS BOMPOCOM LiEHbI, Tpebyemoi
rMOKOCTM KoHdUrypaumm n 3KOHOMUN BPEMEHHbIX 3aTpaT, TEXHUYECKON BO3MOXHOCTU, a Takke
NHAMBUAYaNbHbIX NOMNb30BaTENbCKUX NPEANoYTEHUI N TpeboBaHNI
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KaK ﬂ Mory y3HaTb 60” bLIJe? Validation Solutions

OMmuntpun YepenaHHMKOB
Ellab-Rus@solidpharma.ru

AnekcaHap JIOrmHoB
Ellab-Aloginov@solidpharma.ru
+7 (495) 107-09-09

www.solidpharma.ru

Validation Solutions
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Cnacubo 3a BHMMaHue!
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Roman V. Loretts

rvi@ellab.com
www.ellab.com
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Validation Solutions
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