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Kondicionov6ni
Bez ETO

HEATING

wlrHouT Ero Limity nntoe
doba rurerounshod. hours od 1:15 do 1:45

Hodnota
1:30

VALUE

Teplota bdhem
Limity RANGE Hodnota

TEMPEMTURE'C od 45 do 55 50

STERILIZATION CYCLE

Tlak pied vakuem pREvAcuuu pREssuRE

das pied vakuem pREvAcuuunME

Vdhasm6si MlxruREwErGHr

Doba piiv6ddnI plynu GAs tNLEr nME

Teplota b6hem cyklu cvclereMpEMruRE

Relativni vlhkost cyclE R.H.

Tlakovf rozdll b6hem cyklu oelre cvcLE pREssuRE

* Koncentrace ETO bez nakl6dkyrrocoNcENrRAloN

Doba expozice plynem cAsExposuREIME

Tlak po vakuu posrvAcuurvr pREssuRE

das po vakuu posrvAcuuunME

Podet cykl0 po vakuu posrvAcuu,ricycLENUMBER

Sterilizadni cyklus Limity naloe
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 trours 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

EXTERNAL DOSIMETERS TEST

SarZe BArcH

usEo DosrMErERs N' NA
Datum splatnosti Exp.DArE

Z5vEr: Cyklus dle interni prov6rky, Nelze pouiit na certifik6t pro uvolnEni zboii,

Podpis pracovnika
SIGNATURE OF THE OPERATOR

STERIS

STERIS APPROVAL

Odpov6dni osoba

AREA OFFICER

Htffi E-tf;Fb,smm mv QUA.[-ETV
F:ii$dp C.smmtos

Datum onre 0110712020

This document certifies that treatment is in compliance with technical specifications defined by the customer. This document rioesn,t certifysterilization tf sterilization pr0cess validation, r0utine analysis and c0ntrols, quality contrici drawing up haven,t been performed.
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Temperature / Time graph

Relative humidity / Time graph

UONFCR[ViflI\G



ffi STERIS
Applied Sterilization Technologies

Batch 22A200628
Autocl_ave 0022

28-06-2020

Start 28-0 6-2020 0G:51
Page 1/1

F 1 time scale = 15 min

End 28-06-202A 17:35
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Temperature / Time graph - Temperature during exposure time : min 48,9 / MAX 50,1 .c

Pressure / Time graph - Pressure during exposure time : min 1 1g / MAX 123 kpa

Gas pre-heater min temperature ouring gaiinGfteri6t7ffi
AUT _0022_22A200628. PDF

srERrs treatment verification is based on reading of parameters from g."pr.," lin".

.iJCiNFORftfiENG

Relative humidity / Time graph - RH at the end of conditioning:71 o/o,RH during exposure time : min 79 %
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Komu:/ To. STIRILAB S.R.O.
TEXTILNA 23
03401 RUZOMBEROK SLOVENSKA REPUBLIKA

AN/LYS/S CERTtFtCAt E #440_6 - Bt t178 - 07/07/2020

ctsLo GERT|F|KATU ANALYZY4406 -Bt'1178 - 07tO7t2o2o Strana
1/ 1

1l 1

Our Laboralory Refgrence Reaister # Bl / 132 - p. 111

Eviden6niCislo: Bl I 132 - s. 111

ltl|E B!91o9!C!L INDICATORS ' FPORE SrR/| - BACTLLUS ATROPHAEUS (8. subtilis var Niser) ATCC #ss72
NAZEV: BIOLOGICKY INDIKATOR - SPORE STRIP - BACILLUS ATROPHAEUS (8. Subtilis var Niger)ATCC #9372
METHOD: ISO 11138-1

METODA: ISO 11138-1
I NTERNAL PROCEDUR ES : LWI-LAB002

VNITRNI PROCEDURA: LWI-LABO02

REFERENCE DATA

REFERENENi UDAJE
S,4MPLES DESCR/PTloN. ZDRAVOTN tCKE pROSTREDKy - t N VITRO D tAcNOSTt KA
POPIS VZORKU:ZDRAVOTNICXT PNOSTREDKV - IN VITRO DIAGNOSTIKA
REFERENCE: SIRILAB S.R O

JMENO ZAKAZN[KA: STIRILAB S.R.O.
WTHDRAWING MADE AYi SfERiS
ODPOVEDNOST ZA VVBER VZORKU: STERIS
RECETVED BY LABORATORY AT: 06/29/2020

DODANO DO LABORATORE: 29/06/2020
PRODUCTION BATCH: BILL OF DELIVERY: 202003332

PRODUKCNi snnzr: BtLL oF Drlrvrny: 202003332
STERT Lt z AT I O N BAT C H : 22A20062a dtd 06/28/2020

sTERrLtZAerVI snnze : 22A200628 dne 28t06t2020
BI BATCH, BATR 464

Bl SARZE: BATR 464
PO PU LAT T O N ( ufc/strip) : 2. 0 . 1 0^6

POPULACE (cfu / strip): 2.0 * 10^6
D-value (min): 2.9

D - hodnota (min): 2.9

ANALYS/S PARAMETERS

PARAMETRY ANALYZY
POS/nYE CONTROLS N.r 7

POEET PoZITIVN[CH KoNTRoL: 1
BIOLOGICAL INDTCATORS N.: 28

POEET BIOLOGICKYCH IITIOIKATORO: 23
EVIDENCE AT THE

\CE ROSTU
BI SAMPLES

BI PO SEDMI DNECH
POStTtVE CONJROLBT

Conclusions

ZAv6ry
EFFECNVE 9TERILIZATION CYCLE

UCINNY STERILIZAENi CYKLUS
LA B O RATQRY R E'PONS/BLE

ODPOVEDNA OSOBA

r.(ffi E-ffi ,r{s m ffi BY Q Ud{t-E"frY
trE$fgs €s*r'rtos A 7, AI, ?Am

fuza+rzf

The certification repoTt concerns only the tested samples; the docuntent can be partially reproduced only upon writter approvai by sTERls AST cz s.r.o.
certifik6t se tyka pouze testovan\,ch vzork0t dokument mize bit kopirov6n pouze s pisemnim souhlasem sTERls AST cz s.r.o.
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Transport Document

CODE

BSVl20

order

DESCRIPTION

ANSA l0 uL, pp, peol paok 20 pcs,stsrlls
lotto 2OP2O20OOO

QTY per BOX

,0000
MU

1 000,000
QUANTITY

I 760,00^ 
BSVl2oo

)rder

?xp30.06.2024ANsA,ro uL, pnE"r p-tiiiliil
lotto 20P2OO8OO4

BSVl201

ord6r

exp30.6,2024 1 000,000
ANSA t0 ut, stedto

lotto 20p2007804
exp 06.06.2024 2 100,000BSVl20,

ordor )
ANSA iO ul, Btorile

lotto 20p2007804
6xp 06.06,2024 2100,000 {,

BSV1201

order
ANSA 10 ul, sterlte

lotto 20p2007804
exp 30.06.2024 2 100,000

BSV1205

order
Anso jsdnorazov6, iOul

lofto 20P2oo7so2
expc6.06.2024 , 000,000

BSV121

ord€r
nrse r ,r, pp, puir p]IlEiIi.-ilf'

lotto 20P2O2OSOO
exp 31.O9.2O24 1 000,000

BSV12,t

order
ANsA 1 uL, pp, p."r p*iIEif,Iil'

lotto 20P2020501

BSVl211

order

oxp 30.06.2024
10000

1 000,000

ANSA I uL, pp,pori;;;;;;m
lotto 20p2OO81OO

axp30.06.2024 2 100,ooo
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