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Kondicionov5ni
Bez ETO

HEATING

WITHOUT ETO

doba ttue nouns hod. rror."

Limity nauae

od 1:15 do 1:45
Hodnota

1:30
VALUE

Teplota b6hem
Limity RANGE Hodnota

TEMPERATURE "C od 45 do 55 49
Sterilizadni cyklus STERILIZATION CYCLE

Tlak pied vakuem pREvAGUUMpREssuRE

das pied vakuem pREvAcuuunME

V6hasmdsi MxruREwErcHr

Doba piiv6d6ni plynu GAsTNLETnME

Teplota b6hem cyklu cvcuereMpERAruRE

Relativni vlhkost cycLE R.H.

Tlakov! rozdil b6hem cyklu oelra cvcLE pREssuRE

f Koncentrace ETO bez nakl6dky Ero coNcENrRAnoN

Doba expozice plynem cAs ExposuRE liitE

Tlak po vakuu posrvAcuuMpREssuRE

eas po vakuu posrvAcuuunME

Podet cykl0 po vakuu posrvAcuumcycLENUMBER

Limity naruce

kPa od -90 do -70

min. od 15 do 45

kg. od 117,6 do 122,4

min. od 45 do 90

'C od 46 do 54

% R.H. > 50

kPa od 175 do 205

g/mc od 497 do 517

hod toursod 5:55 do 7:0

kPa od -90 do -70

min. od 15 do 45
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test dozimetrem

Typ rype GIL-250

PouZit6 dozimetry

EXTERNAL DOSIMETERS TEST

SarZe BArcH

usED DosrMErERs N' NA
Datum splatnosti Exp.DArE

Z6v6r: Cyklus dle interni prov6rky Sterisu. Nelze pouiit na certifik5t pro uvoln6ni zboii.

Podpis pracovnika

Odpov6dn5 osoba

AREA OFFICER

Datum DArE 1110212019

This document certifies that treatment is in compiiance with technical specifications defined by the customer. This document doesn t certify
sterilization if sterilization pr0cess valiclation, r0utine analysis and contr0ls, quality contrict drawing up haven't been performed.
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imperature I time graph

Relative humidity / Time graph
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Temperature / Time graph - Temperature during exposure time : min 49,0 / MAX 51,9 "C

Pressure / Time graph - Pressure during exposure time : min 1 13 / MAX 120 kpa

Relative humidity / Time graph - RH at the end of conditioning : 76 %, RH during exposure time : min g1 %

-- 

air rocirculatorwofting

Gas pre-heater min temperature during gas inlet period : 53,2.C 000 1 _AUT_0022_221 9021 0.P OF

reading of parameters from graphs linesSTERIS treatment verification is based on
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Our Laboratory Reference Register # Bl / 1Og - p. 1 OB

Evidendni Gislo: Bl/ 109 - s. 108

!t!zE_.BJQLO?\CA! //VD/CAIORS -PPORE SrRry - BACILLUi ATROPHAEuS (8. subtitis var Niser) ATCC #s372
NAZEV: BloLoclcKY tltolxAroR - sPoRE stRiF-rBA'ci[Ltis-AinopHAEUS (8. subtitis var Niger) ATcc #ssr2
METHOD: ISO 11138-1

METODA: ISO 11138-'1
I N TtrRN AL PR.OCE DU R ES : pL 006
VNITRNI PROCEDURA: P1006
REFERENCE DATA

REFERENENi UDAJE
SAMPLES DESCRiPTtONt ZDRAVOTNTCKE pROSTREDKy _ lN VTTRO DtAcNOSTIKA
POPIS VZORKU: ZDRAVOTNLCTT PNOSiNE_OKV - IN VITRO DIAGNOSTIKA
REFERENCET SIiRiLAB S.R O

JMENO ZAKAZNIKA: STIRILAB S.R.O.
WITHDRAWINc MADE Byr SIER/S
ODPOVEDNOST ZA VVBER VZORKO : STERIS
RECEIVEQ BY LABORATORY AT: O2/11/2019

DODANO DO LABORATOnT' t it)2t2)1g
PRODUCTION BATCH: BtLL OF DELIVERY: 201gOO730

PRoDUKENI SnnZr: aILL oF D-ELIVERY, 201900730
STER|LtZATtON BATCH 22190210 dtd 02/10/2019

STERtLtZAe rui sRRzr: 22190210 dne 10t02t2019
Bl BATCH: BATR 446
gI SRRZT: BATR 446
POPULATION (ufc/strip):2.4 - 10^6

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

D - hodnota (min): 3.2

ANALYSIS PARAMETERS

PARAMETRY ANALVZY
POSITIVECONTROLSN:1

POEET PoZITIVNiCH KoNTRoL: 1
BIOLOGICAL INDICATORS N 20

POEET BIOLOGICKYCH IruOIXRTORO: 20
OF INCUBATION

BI PO SEDMI DNECH IICA,UVC

Post,vE coNTRoLBt negativni
nAzri'i^.i;'i,1iI:-^^, ^ ^. PositivePozrrvNl koNtrnor_n gr Positi'e

Conclusions

ZAv6ry

'dE1"il'tr'\,tf i'fliii2ie'ru r cy K L u s
L/AORATORY RESPOfu S/BLE

DPOVEDNA OSOBA
,.)

The certification report concerns only the tested samples, the document can be partially reproduced only upon wfttter approval by sTERls AST Cz s.r.o.
Certifiket se t\ika pouze testovan\ich vzork0; dokument mtr:e bit kopirov6n pouze s pisemnim souhlasem Sl ERIS AST CZ s r o
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