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Kondicionovini
Bez ETO

Typ rvpe GIL-250

PouZit6 dozimetry

Limity
doba rlae xouns hod. nou." od 1:15 do 1:,

Sterilizadni cyklus STERILIZATION CYCLE

Tlak pied vakuem pREvAcuuMpREssuRE

Cas pied vakuem pREvAcuuunME

V6hasmdsi iltxruREwEtGHr

Doba piivSddni plynu cAstNLErnME

Teplota b6hem cyklu cvcr-e reMpERAruRE

Relativnt vlhkost cyclE R.H.

Tlakovli rozdil b6hem cyklu oelmcvcle

t Koncentrace ETO bez nakl6dky ero

Doba expozice plynem cAsExposuREnME

Tlak po vakuu posrvecuuupREssuRE

eas po vakuu posrvAcuuMrME

Podet cykl0 po vakuu posrvAcuuMcycLE

Odplyiov6ni tunel
DEGASSING IN TUNNEL

doba rrruenouns hod. hours od

ili[:t..EASED BY QUALITV Datum oare 02t06t2023

- 
02-00-Z0ZJ Zd,-*"/

This document certifies that treatment is in comf,liance with technicalspecifications defined by the customer. This document doe
certify sterilization if sterilization process validation, routine analysis and controls, quality contract drawing up haven't been perfor

Provoz

Autokl6v i.

Z{v6r: Cyklus dle interni prov6rky Sterisu. Nelze

Podpis pracovnika
SIGNATURE OF THE

Dokument zpracov6ni Eto
ETO TREATMENT DOCUMENT

Dokumentd. oocurrlenr No 1340 /00

Datumzah6jenl srnnrnrooare0110612023 Hodanazah6jeni srnnnrcuoun 1g,10

ukonEeni ENDTNG DArE 0210612023 Hodina ukonEenl ENDTNG HouR 04,54
Metoda METHoD STIRILAB 03 Ee - 15olo

MATERIAL 16 PALET + Z PAL.DUMMY

605, 23p200 4501, 23p2004403, 23p2004200, 23p2004201, 23p2004202

z 30.05.2023

Schv6leni STERIS

STERIS APPROVAL

Odpovddni osoba

AREA OFFICER

oYLTNDER N' 6935

oYLINDER N" 557

cYLTNDER N" 7485

cYLINDER N' 9057

cYr-tNoen No

cvLrttoER No

Hrubd vdha

Hrub6 vdha

Hrub6 v6ha

Hrub6 v5ha

Hrub6 v5ha

Hrub6 v6ha

HEATING

WTHOUT ETO

SarZe

USED DOSIMETERS

enoss weronr kg 76.1

GRoss wErGHr kg 75.8

onoss weronr kg 78.0

enoss weroHr kg 77.2

onoss werenr kg

cnoss wercHr kg

TAra rnne kg 46,1

TSra rnne kg 45.8

Tira rene kg 48.0
TAra mne kg 47,2

Tdra rnnr kg

T6ra rnne kg

Netto v6ha ruer wercHr kg

Netto vdha r.rerwelonr kg30

Netto vdha NErwErGHr

Netto v6ha NEr wErGHr

Netto vdha ruerwereur kg

Netto v6ha Nsrwerexr kg

vALUE Limity RANGE Hodnota
Teplota b6hem TEMnERATuRE'C od 45 do SS 49

Limlty narce

kPa od -90 do -70

min. od 15 do 45

kg. od 117.6 do 122.4

min. od 45 do 90
oC od 46 do 54

% R.H. > 50

kPa od 175 do 205

g/mc od 497 do 517

hod nours od 5:55 do 7:0

kPa od -90 do -70

min. od 15 do 45

minimum 4

Hodnota VALUE

-80

16

120.0

70

48

74

204

507

6:00

-78

30

4

do 168:0 |d.q :00

VALUE Limity nerce Hodnota

Teplota b6hem TEMeERATuRE'C od 41 do 51 NA

na certifik5t pro uvolnEni zboii.
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Tunnel- 9-G Duration
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Temperature / Time graph
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H time scale = 30 min



STERIS
Applied Sterilization Technologies

Batch 22230602
Autoclave 0022

01-06-2023

Start 0L-06 -2023 18: L0
Page 7/1

F--l time scale = 15 min

End 02-06-2023 04:54
Operator 222

02-06-2023
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Relativehumidity/Timegraph-RHattheendof conditioning:74%,RHduringexposuretime:min78%

air recirculator working

Temperature / Time]9raph - Temperature during exposure time : min 47,9 / MAX 5O,g .C

Pressure / Time $raph - Pressure during exposure time : min 1 1g / MAX 124 kpa

Gas pre-heater min temperature drring g.iinl"t frrioO , a6,2 "C AU.|- _0022 _22230602.PDF
STERIS treatment verifi+ation is based on reading of parameters from graphs tines
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A!\IALYSIS CERTIFICATE #i653 - B,t1120 - 06/09/2023

clsLo CERTIFTKATU erualYzY3653 -

Our Labontory Relercnce Ragister # Bl / 1A1 - p. 61

Evidenini Cislo: Bl / 181 - s. 61

TITLE: BIOLOGICAL /NO/CAIORS - SpORE STR1p- BACTLLL

NAZEV: BIOLOGICKT INDIKATOR .
METHOD: ISO 11138-1

METODA: ISO'11138-1
t NTERN 4L PBOCED URES: LW- LAB002

VNITRNI PROCEDURA: LWI-LAB002
REFERENCE DATA

REFERENENi UDAJE
SAMPLES DESCR'PTION; ZDMVOTN ICKE PROSTREDKY. IN VI
PoPts VZoRK0 : zDRAVdiN iCk-E pricj
REFESENCEj SI'R'LAB S.R.O.

JMENO ZAXNZUIXN: STIRILAB S.R.O.
WITHDRAWNA MADE BYi SIER/S
ODPOVEDNOST ZA \TBER VZORKIJ:
RECEIVEP BY UBORATORYAT 06n22023
DoDANo bo LABoRlitbRE: ozto6t2o23
PRODUCTION BATCH: ,BILL QF DELIVERI 2o2go2sos
PRODUKENI SnnZe: BILL oF_DE
ST ERILIZAT|O N WCH : 22230602 dtd O6nZ2O2g
STERILIZACNI SARZE: 22230602 dNE
Bl BATCH: BATR 479

AI SRRZE: BATR 479
POPULATION (ufdsttlp): 2.4. 10^6

POPULACE (cfu / strip): 2.4* 10^6
D-value (min): 3.3

D - hodnota (min):3.3
ANATYS/SPA&IIMEIERS

PARAMETRYANALYZY

F'38'Ei"fl'621?#u rc n rorvrRor : r
BPLOAICAL INDICAIORS N--. 28

POCET BIOLOG ICKYCH IITIOIXRTORU:

STERIS AST CZ s.r.o.

BI PO SEDMI DNECH
POSITIVE CONTROL BI
POZITIVNI KONTROLA BI

Conclusions

ZAv6ry
Ef FECTTV E $T ER t L\ZATIO N CYCLE
UCINNY STERILIZACNI CYKLUS

L/4AORAIORY RESPONSTBLE

ODPOVEDNA OSOBA

a 9-46- 2023

A,

LEASED BY QUALITY
Jana ZichovA

l] I -06- 2023

ZL'c l, , ,-, /

The €rtification rsport concsms only the tested samplgs; ths documont bo partially reproduc€d only upon writter approval by STERIS AST CZ s.r.o.

Reglstered offce: Pnimyslov6 z6na KoSIkov 80, 595 01 Velk6 BIteS, Czeoh republic

lab_ebstercz@steris.com - www.steris-labs.com

TEXNLNA 23
03401 RUZOMBEROK SLOVENSKA REPUBLIKA

- 09/06/2023

(8. subtilis vat Niser) ATCC #9372

STRIP - BACILLUS ATROPHAEUS (8. Subtitis var Niger) ATCC

nogativo

negativni
positivs

Cerliffk6t se tlk6 pouze testovahich vzo*U dokumont md16 btt s prsemnlim souhlssem sTERls AsT cz s.r.o.
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