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Brovoz FACILTY VELKA BITES Dokument €. pocument N° 586 /00
Autoklav ¢. 22 Datum zahajeni starTinG DATE22/02/2020  Hodina zahdjeni  starTing HOUR 18,12
Datum ukonéeni Eenping DaTE  23/02/2020  Hodina ukonéeni enping HOUR 04,55
Spoleénost companySTIRILAB S.R.O. Metoda wmetHop STIRILAB 03 EQ - 15%

Popis nakladky 104D pEscriPTIoNZDRAVOTNICKY MATERIAL 18 PALET
Krabice Boxes N°360

Sarze saTcH 20P2003000, 20P2003100, 20P2007901, 20P2010000, 20P2010100, 19P2029390

Vas dokument €. enTrancepoc.N° 202000884 z 20.2.2020
Nas dokument €.  peLivEry poc. N° 0665/ 40

C. lahve cyLNDER N® 7116 Hrubéa vaha cross weiGHT kg 77,1 Tara T1aRe kg 47,1 Netto vaha net weiekt kg 30,0
C. lahve cyLnper N° 104 Hrubéa vaha cross weigHT kg 78,8 Tara T1ARe kg 48,8 Netto vaha net weiekt kg 30,0
C. lahve cYLINDER N° 48327 Hrubd vaha cross weigHT kg 78,6 Tara T1ARe kg 48,6 Netto vaha net weiekt kg 30,0
C. lahve cyunper N° 10319 Hrubéa vaha cross weiGHT kg 76,4 Tara T1ARre kg 46,4 Netto vaha net weickHt kg 30,0
C. lahve CYLINDER N° Hrubé& vaha cross weicHT kg Tara T1ARE kg Netto vaha nNeT weiGHT kg
C. lahve cyLINDER N° Hruba vaha cross weiGHT kg Tara T1ARE kg Netto vaha NeT weicHT kg
Kondicionovani HEATING
Bez ETO WITHOUTETO | imity RANGE Hodnota  vaLue Limity Rrance Hodnota  vaLue
doba TiMEHours hod. hours od 1:15 do 1:45 1:30 Teplota béhem temperaTure °C od 45 do 55 49
Sterilizaéni cyklus STERILIZATION CYCLE Limity RraNGE Hodnota  vaLue
Tlak pfed vakuem  PRE VACUUM PRESSURE kPa od -90 do -70 -80
Cas pfed vakuem PRE VACUUM TIME min. od 15 do 45 18
Vaha smési  MIXTURE WEIGHT kg. od 117,6 do 1224 120,0
Doba pfivadéni plynu  GAs INLET TIME min. od 45 do 90 70
Teplota béhem cyklu cycLE TEMPERATURE °C od 46 do 54 49
Relativni vihkost cycLeR.H. % RH. >50 77
Tlakovy rozdil béhem cyklu peLTA cYCLE PRESSURE kPa od 175 do 205 200
«— Koncentrace ETO bez nakladky ETO CONCENTRATION g/mc  od 497 do 517 507
Doba expozice plynem GAs EXPOSURE TIME hod hours 0d 5:55 do 7:0 6:00
Tlak po vakuu posT vACUUM PRESSURE kPa od -90 do -70 -74
Cas po vakuu POST VACUUM TIME min. od 15 do 45 30
Pocet cykli po vakuu ~ POST VACUUM CYCLE NUMBER minimum 4 4
Externi test dozimetrem EXTERNAL DOSIMETERS TEST
Typ Ttvee GIL-250 Sarze BaTCH Datum splatnosti exp.oate
Pouzité dozimetry USED DOSIMETERS ~ N° NA

Zavér: Cyklus dle interni provérky #risu. Nelze pouzit na certifikat p? uvolnéni zboZi.
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This document certifies that treatment is in com

ment cer pliance with technical specifications defi [ : [
sterilization if sterilization process validati : Aot bk ool L =

on, routine analysis and controls, quality contract drawing up haven't been performed.



Notes: *Teoreticka hodnota s prazdnou autoklavou *Theoretical value with empty autoclave
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Batch 22200223 Start 22-02-2020 18:12 End 23-02-2020 04:55
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Temperature / Time graph - Temperature during exposure time : min 48,2 / MAX 49,1 °C
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Pressure / Time graph - Pressure during exposure time : min 116 / MAX 120 kPa
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Relative humidity / Time graph - RH at the end of conditioning : 77 %, RH during exposure time : min 76 %
air recirculator working
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Gas pre-heater min temperature during gas inlet period : 47,8 °C 0001_AUT_0022_22200223.PDF

STERIS treatment verification is based on reading of parameters from graphs lines
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ANALYSIS CERTIFICATE #1181 - BI365 - 03/02/2020 Page 17/ 1
CISLO CERTIFIKATU ANALYZY1181 - BI365 - 02/03/2020 Strana 17/ 1

Our Laboratory Refgrence Register # BI / 127 - p. 98

Evidencni Cislo: Bl / 127 - s. 98

TITLE: BIOLOGICAL INDICATORS - SPORE STRIP - BACILLUS ATROPHAEUS (B. subtilis var Niger) ATCC #9372

NAZEV: BIOLOGICKY INDIKATOR - SPORE STRIP - BACILLUS ATROPHAEUS (B. Subtilis var Niger) ATCC #9372

METHOD: 1SO 11138-1
METODA: ISO 11138-1
INTERNAL PROCEDURES: LWI-LABOO2

VNITRNIi PROCEDURA: LWI-LAB0Q2

REFERENCE DATA |
REFERENCNI UDAJE

SAMPLES DESCRIPTION; ZDRAVOTNICKE PROSTREDKY - IN VITRO DIAGNOSTIKA

POPIS VZORKU: ZDRAVOTNICKE PROSTREDKY - IN VITRO DIAGNOSTIKA

REFERENCE: STIRILAB S.R.O

JMENO ZAKAZNIKA: STIRILAB S.R.O.

WITHDRAWING MADE BY: STERIS

ODPOVEDNOST ZA VYBER VZORKU: STERIS
RECEIVE'D BY LABORATORY AT 0224/2029

DODANO DO LABORATORE: 24/02/2020
PRODUCTION BATCH: BILL OE DELIVERY 202000884

PRODUKCNI SARZE: BILL OF DELIVERY: 202000884
STERILIZATION BATCH: 22200223 dtd 02/23/2020

STERILIZACNI SARZE: 22200223 dne 23/02/2020
Bl BATCH: BATR 458

Bl SARZE: BATR 458

POPULATION (ufc/strip): 2.8 * 10%6

POPULACE (cfu / strip): 2.8 * 10”6

D-value (min): 3.2

D - hodnota (min): 3.2

ANALYSIS PARAMETERS »

PARAMETRY ANALYZY

POSITIVE CONTROLSN.: 1 |

POCET POZITIVNICH KONTROL: 1
BIOLOGICAL INDICATORS N.: 28

POCET BIOLOGICKYCH INDIKATORU: 28

GROWTH EVIDENCE AT THE END OF INCUBATION PERIQD _
EVIDENCE RUSTU NA KONCI INKUBACNI DOBY

Bl SAMPLES AFTER 7 DAYS negative

BI PO SEDMI DNECH negativni
POSITIVE CONTROL B! positive
POZITIVNI KONTROLA BI pozitivni
Conclusions

Zaveéry

EFFECTIVE STERILIZATION CYCLE
UCINNY STERILIZACNI CYKLUS
LABORATQRY RESPONSIBLE

ODPOVEDNA OSOBA
p7!
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Filip CSOntos 02
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The certification report concerns only the tested samples; the document can be partially reproduced only upon writter approval by STERIS AST CZ sro

Certifikat se tyka pouze testovanych vzorkis dokument muze byt kopirovan pouze s pisemnym souhlasem STERIS AST CZ sro



