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KondicionovSni
Bez ETO

HEATING

WITHOUT ETO

doba IMEtounshod. hours

Limity nerae
od 1:15 do 1:45

Hodnota vALuE Limity RANGE

1:30 Teplota b6hem rEirpERAruRE .C od 4b do b5
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51
Sterilizadnl cyklus STERILIZATION CYCLE Limity nauor

kPa od -90 do -70
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min. od 45 do 90oC od 46 do 54
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das pied vakuem pREvAcuuunME

V6ha sm6si MrxruRE wEtGHr

Doba piivdd6ni plynu oAs tNLEr nME

Teplota b6hem cyklu cvcr_ereMpERAruRE

Relativni vlhkost cyclE R,H.

Tlakovli rozdil bdhem cyklu o:lra cvcLE pREssuRE

I Koncentrace ETO bez nakl6dkyerocoNcENrRAloN

Doba expozice plynem GAsExposuRElME

Tlak po vakuu posrvacuutrt pREssuRE

eas po vakuu posrvAcuuurrue

Podet cykl0 po vakuu posrvAcuuMcyclENuMBER
minimum 4

Externi test dozlmetrem

Typ rvpe GIL-250

PouZit6 dozimetry

EXTERNAL DOSIMETERS TEST

Sar2e BArcH

usED DostMErER. N' f"{A
Datum splatnosti Exp.DArE

Z6vEr: Cyklus dle interni provErky Nelze pouiit na certifikSt uvoln6ni zboii.

Podpis pracovnlka
SIGNATURE OF THE

Schv6leni STERIS

STERIS APPROVAL

Odpovddn6 osoba

AREA OFFICER

REE.EASE E EBY &$T-{g-ITV
AItce Ceehovd. -(_.--

lzz*, 18, 02, 2rj22

This document certifies that treatment is in compliance with technicil specifications defined by the customer. This document doesn,t
certify sterilization if sterilization process validation, routine analysis and controls, quality contract drawing up haven,t been performed.
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Temperature / Time graph - Temperature during exposure time : min 49,4 / MAX 50,9 "c
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Pressure / Time graph - Pressure during exposure time : min 1 1B I MAX 124 kpa
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Relative humidity / Time graph - RH at the end of conditioning :74 %, RH during exposure time : min 71 %
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Laboratories

STERIS AST CZ s.r.o.

Registered office: Prfrmyslov5 zSna Kosikov 80, 5S5 01 Velkd Bftes, Czech republic

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

rexrrLNA zs
03401 RUZOMBEROK SLOVENSKA REPUBLIKA

4NALyStS CERTTFTCATE #681-_ Bt1 53 - Oy1 8/2022
crsLo cERTrFlKAru nuelvzyoSl - Bt153 - 1gto2t2o22

Page 1 /Strana 1 I
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Our Labotatory Reference Reoister fl Bt / 1Sg - p. 146
Evidendni Cislo: Bl / 158 - s. 146

TITLE: BIOL-OGICAL INDICATORS -,9-PORE STRIF - BACTLLUS ATROPHAEUS (8. subtitis var Niger) ATCC #g3Zz
NAZEV: BloLoclcKY lNDlKAron - SFone s-tRiF";iiAcii-Liis ninopHAEUS (8. subritis var Niger) Arcc #ss72
METHAD: ISO 11138-1

METODA: ISO 11138-1
I N TERNAL PROC EDU RES: LWt-LABOO2

VNITRNI PROCEDURA: LW|-LABOO2

REFERENCE DATA

REFERENEru[ UoR-Ie
SAMpLES OESCR/pTtON: ZDRAVOTNTCKE pROSTRED.!<Y _ lN vlTRo DtAcNosI/KApop ts vzo Rxu : zo nnvoirrt icr-r p nosrnrbkv : r N vtrRo D tAG NoSTt KA
REFERENCET SflR/LAA S.R.O.

JMENO ZAKAZNiKA: STIRILAB S.R.O.
WITHDRAWING MADE Byr STERiS

ODPOVEDNOST ZA VVAEN VZORKO: STERIS
RECETVED BY LABORATORy AT: 02/11/2022

DODANO DO LABORATORE: 11 IO2I2O22
PRODUCTION BATCH: -BILL OF DELtVERY: ZO22OOB1IpRoDUKeNl SnnZr: ettfoF DELIVERy: 2o22ool1l
STERILIZATION BAJCH;22A22021 0 dtd OZl0/2022
srERI LtzAeru [ SnRZr: zzAi)ozto dne 1 0I02t2022
Bl BATCH: BATR 473

AI SRRZE: BATR 473
POPU LAT ION ( ufc/stti p) : 2.0 . 1 0^6

POPULACE (cfu / strip):2.0 *'10^6
D-value (min): 3.3

D - hodnota (min): 3.3

ANALYSIS PARAMETERS

PARAMETRY ANALYZY
POSITJVE CONTROLS N.: 1

POCET POZITIVNiCH KONTROL: 1
BIALO-GICAL INDTCATORS N.: 2A

POCET BIOLOGICKYCU ITVOIXRTORO: 28
OF INCUBA

BI PO SEDMI DNECH
POS|TIVE CONJROL Bl

neoative

negativni
positivepozrrrvru[KoNTRoLA Bt

Conclusions

ZAv6ry
EF FJ' CT t V E ST E Rl Lt ZAT I O N CY C LE
UCINNY STERILIZAENi CYKLUS

LA BO RATQRY R E iPONS/BLE
ODPOVEDNA OSOBA*t'

RELEASHM MV fl4IJAH.!TY
AEiae &ec[rov,6

,/
fuy'r,,2 1g. 02, 20??

The certification report concerns only the tested samples; the document can be partially reproduced only upon writter approval by srERls Asr cz s.r.o.
certifikdt se t)'ke pouze testovanich vzork0; dokument moze blit kopirovan pouze s pisemnim souhlasem sTERls AST cz s.r.o.



STIRILAB s.r.o, a domtntque Dutscher campany

Textllnd 23
034 0t
Ru2omberok

VAT No. StC021729i45

Tel+421 4443221 20Fax+421 444\ZZT 1T
www.stirilab.com, email ekonom@stirilab.com

Transport Document 202200818
CUSTOMER

EBSTER CZ s.r.o.

Pr0myslov6 z6na KoSikov B0

595 01 Velkd BIteS, eR

SH'P TO

STERIS AST GZ s,r.o.

Pnimyslov6 z6na KoSIkov 80

59501 Velk6 Bfte5 deskd republika

U,5. FOOD & [}RUG
ADMIHISTRi,IION

IBAN: SK311111 000000 102499

VAT CODE

c227159621

DATE

08.02.2022.

TO NUMBER

202200018

PAGE

l toz

CODE

6SC740

ordsr

DESCRIPTION

Fortlllty colloclor
QrypetBOX

10

,IU
/O,000

QUANNTY
25,00

lotto 22P2004500 oxp 91.01.2026

BSC740

odor
Fodlllty collector

lotto 22P2004601 oxpZB.o2.2026

BSV120

ordor

ANSA l0 uL, PP, poot prck Z0 par,st.rlle

btto 22P2001700 oxp 31Ol 2020
I 000,000 800,00

BSVl20

ord6r

ANSA l0 ul PP, pe.l p.ck 20 p8r,.tedts

lotto 22F2001701 oxp 31.01.2026
1 000,000

BSVl20

ordor

ANSA l0 uL, Pp, poet pack 20 pcs,atorllo

bfio 22PzOo17Oj oxp 31,01 ,2026

t 000,000

BSVt200

order

ANSA 10 uL, PP, poet pack {0 pcB,sledte

lotlo 2zPmotB0O oxp 28.42.2026
I 000,000

BSV1201

order

ANSA t0 ul , atEdle

lotto 22p200A00O sxp28,022026
2 100,000

B8Vr205

ordEr

AneeJ€dnordzov6, l0ul
htto 22p200i000 exp 28.022026

I 000,000

BSV,!2l

ordor

ANSA t uL. PP, poal p8ck 20 pct,storllo

to(o 22p20O2,100 exp28.A22A26
1 000,000

8svl211

ordsr

AN8A 1 uL, PP,pool pack I pcs, ,torlle
, lotto 22p200A400 6xp 2802.2026

2 100,000
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VERIFICATION

3.t. Zo?z
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STIRILAB s.r.o. a dominique Dutscher company
Textlln6 23
034 01
Rulomberok
VAT No. SK202tZ29S45

Tel+421 4443227 20Fax+421 4449227 17
www.stirllab.com, email ekonom@sfl rilab.com

Transport Document

CUSTOMER

EBSTER GZ s.r.o.

Pr0myslovd z6na Ko$ikov g0

595 01 VetkA BneS, CR

gHlPtO

STERIS AST CZ e.r.o.

Pr(myslovd z6na Koilkov g0

59501 VelkC BIle$ eesk6 republika
IBSN: SK311111 000OoO 1o24g}

DATE

08,o2,2022

PAAE

2lo 2

cooE

SH'PP'NA BY

E)(W

DELIVERY IERM
EXW

DESCRIPTION

I9SUED EYr

Bolekovd

QUANTITY

DE'YER'S S'G/VATURE

TP/NSPORT START DAIE

08.o2.2022

VOLUME ng
19,42

QTY per BOX

TRA/VSPOFT

SALE

CFO8AWEIGflTKG NETTO WHAH|
2732,87 2520,20

MU

EOXE8

3rl4

PALLETS

18

ANNOTATIONS
FEC'P'E'VrS S'GN'I TURE

ludsdlcilon olthe courts ol Slovak republlc
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dm"\,WTE
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VAT CODE

c227159621

fD NUMBER

20220061 0


