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Kondicionov6ni HEAflNG

Bez ETO wrHour Ero Limity natoe
doba rrme xouns hod. hours od 1:15 do 1:45

Hodnota
1:30

VALUE

Teplota b6hem
Limity RANcE Hodnota

TEMPERATURE "C od 45 do 55 51

Sterilizadni cyklus STERILIZATION CYCLE

Tlak pied vakuem pREvAcuuMpRESsuRE

das pied vakuem PREvAcuuMnME

V6hasm6si MtxruREwEtcHr

Doba piivSd6ni plynu cAS TNLETrrME

Teplota b6hem cyklu cvclereMpERAruRE

Relativni vlhkost cycLE R.H.

Tlakov! rozdil b6hem cyklu oelra cvclE pREssuRE

f Koncentrace ETO bez naklSdky Ero coNcENrRAnoN

Doba expozice plynem cASExposuRElME

Tlak po vakuu posrvecuuMpREssuRE

Cas po vakuu PosrvAcuuMnME

Podet cyklft po vakuu PosrvAcuuMcyclENUMBER

Llmity 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 troura od 5:55 do 7:0

kPa od -90 do -70

min. od 15 do 45

minimum 4

Hodnota vALUE
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Externi test dozimetrem

Typ rvpe GIL-250

PouZit6 dozimetry

SarZe BArcH

usED DosrMErERs N' NA
Datum splatnosti EXP.DATE

Z5v6r: Gyklus dle interni provErky Sterisu. Nelze pouZ[t na certifik6t pro uvolnEni zboii.

Podpis pracovnika A-
SIGNATUREoFTH.or.*%

Schv6leniSTERlS

STERIS APPROVAL

OdpovSdn6 osoba

AREA OFFICER

Datum oare 1110312019

This document certifies that.treatment is in compliance with technicalspecifications defineci by the customer. This document cloesn,t certify
sterilization if sterilization pr0cess validation, r0utine analysis and c0ntrols, quality contract drawing up haven,t been performed.
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Temperature / Time graph

Relative humidity / Time graph
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Temperature / Time graph - Temperature during exposure time : min 48,5 / MAX 51,8 "C

o-IOFNT:,"\tnrf
Pressure / Time graph - Pressure during exposure time: min 111 / MAX 116 kPa

Relative humidity / Time graph - RH at the end of conditioning : 76 %, RH during exposure lime: min77 o/o

air recirculator working

Gas pre-heater min temperature during gas inlet period : 53,8 "C 0001-AUT-0022-22A190309.PDF

STERIS treatment verification is based on reading of parameters from graphs lines

CONFORMING
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Strana 1 I 1

Our Laborctory Refe_rence Register # Bl / 111 - p. 37

Evidendni Cislo: Bl I 111- s. 37

TITLE: BIOLOGICAL /NDi CATORS - SPORE STRIP - BACILLUS ATROPHAEUS (8. subtilis var Niger) ATCC #9372

NAZEV: BIOLOGICKY INDIKATOR - SPORE STRIP - BACILLUS ATROPHAEUS (8. Subtilis var Niger) ATCC #9372
METHOD: ISO 11138-1

METODA: ISO 11138-1
INTERNAL PROCEDURES: PL,oo
VNITRNI PROCEDURA. PLOO6

REFERENCE DATA

REFERENENi UDAJE
SAMPLES DESCR/PTION: ZDRAVOTNICKE PROSTREDKY. IN VITRO DIAGNOSTIKA

POPIS VZORKU: ZDRAVOTNICKE PROSTREDKY - IN VITRO DIAGNOSTIKA
REFERENCE: STIR/LAB S.R. O.

JMENO ZAKAZNiKA: STIRILAB S.R.O.
WITHDRAWNG MADE AYi SIERiS
ODPOVEDNOST ZA VYBER VZORKU: STERIS
RECEIVED BY LABORATORY AT: O3h1/2019

DODANO DO LABORATORT: t 1lo3l2T1g
PRODUCTION BATCH: BILL OF DELIVERY: 201901313

PRODUKENI SnnZr: BILL oF DELIVERY: 201901313
STERI Ll ZAT I ON B ATCH : 22 A 1 90309 dtd 03/09/20 1 I
sTERtLtZAeru[ snnze: 22Al 90309 dne 09/03/201 9
Bl BATCH: BATR 446

EI SRRZT: BATR 446
POPU LATI ON ( ufc/st rip) : 2. 4' 1 0^6

POPULACE (cfu / strip): 2.4 * 10^6
D-value (tnin): 3.2

D - hodnota (min). 3.2

/N/LYSiS PARAMEIERS

PARAMETRY ANALYZY
POS/flYE CONfROLS N.r 7

POEET POZITIVNiCH KONTROL: 1

BIOLOGICAL INDICATORS N.: 28

POEET BIOLOGICKYCH IruOITNTORU: 28
AT THE END OF

AFTER 7 DAYS

BI PO SEDMI DNECH
POStTtVE CONJROLBT

POZITIVNI KONTROLA BI

negative

negativni
positive

pozitivni

Concluslons

ZAv6ry
EF F ECTI VE STERI LI ZATI ON CYCLE

UEINNY STERILIZAENi CYKLUS
LA B O R ATQRY RE I P O N S t B LE

ODPOVEDNA OSOBA

2

The certification reporl concerns only lhe tested samples, the document can be partially reproduced only upon wrilter approval by STERIS AST CZ s.r.o.

Ceriifikdt se trke pouze teslovanich vzorki, dokument m0:e bil kopirovSn pouze s pisemnfm souhlasem STERIS AST CZ s.r.o.
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