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Dokument 6. oocuurrur No 2425 I A0

srARrNG omt27l07l201B Hodina zahAjeni srARrNG Houn 05,25

ENDTNG DArE 2710712018 Hodina ukondeni ENDTNG HouR 16,17

Metoda METHoB STIRILAB 03 EQ - 15o/o

8 PALET

FACTLTTY VELKA BITES

23 Datum zah6jeni

Datum ukonEeni

C. tahve cYLtNorn No

C. lahve cvur.roER N"

C. tahve cYuruoeR No

C. tehve cYuruoER No

C. tahve cvlrr'loER No

C, lanve cYLrNorR No

Hrub6 v6ha

Hrub6 v6ha

Hrub6 v6ha

Hrubd vdha

HrubS v6ha

Hrubd vdha

GRoss wErcHr kg 76,2

GRoss wEtGHr kg 78,5

cRoss wErcHr kg77,4

GRoss wErcHr kg77 ,7

cRoss wrrcHr kg

cRoss wrrour kg

Tdra renr kg 46,2

TAra rane kg 48,5

TAra rene kg 47,4

Tdra ta*t kg 47,7

TAra rnne kg

TAra rnnr kg

NEr wErcHr k930,0

NErwErcHr k930,0

NErwErcHr k930,0
NErwErcHr k930,0

ruer werour kg

ruer wrroxr kg

5543

188

1102

7641

Netto vdha

Netto v6ha

Netto vAha

Netto vdha

Netto vdha

Netto v6ha

Kondicionov6ni HEATING

Bez ETO wrrHour Ero Limity RANGE

doba IME HoURS hod. nou'* od 1 :1 5 do 1 :45
Hodnota vALUE

1:30 Teplota bdhem
Limity MNGE Hodnota

TEMPERATuRe'C od 45 do 55 48

Steriliza6nlcyklus STERILIZATION CYCLE

Tlak pied vakuem pREVAcuuM pREssuRE

Cas pied vakuem PRE vAcuuM TIME

Vdha sm6si MrxruREWEtcHr

Doba piiviideni plynu GAs TNLETnME

Teplota b6hem cyklu cvcr-E TEMeERATuRE

Relativni vlhkost cycLE R.H.

Tlakovyi rozdil b6hem cyklu DELTAcycLE eRESSURE

.|.Koncentrace ETO bez nakl6dky ero coNcENrRArloN

Doba expozice plynem GAS ExposuRE rME

Tlak po vakuu posrvAcuuM pRESsuRE

Cas po vakuu PosrvAcuuM rME

Pocet cyklft po vakuu PosrvAcuuM cYcLE NUMBER

Limity R.ANGE

kPa od -90 do -70

min, od 15 do 45

kg. od 1 17,6 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 nor'"od 5:55 do 7:0

kPa od -90 do -70

min. od 15 do 45

minimum 4

Hodnota vALUE

-80

15

120,4

60

48

74

204

507

6:00

-80

30

4

Externi test dozimetrem

Typ rvpe GIL-250

Pou2it6 dozimetry

Podpis pracovnika
sIGNATURE oF THE openlitor{'-

EXTERNAL DOSIMETERS TEST

Sarie BArcH

usED oosTMETERS No

Datum splatnosti EXP.DATE

Schv6leni STERIS

STERIS APPROVAL

Odpov6dn6 osoba

AREA OFFICER

Datum oArE 30l07l2Aft

This document ce ities that treatmefit is in compliance with tochnical specilicatiofls defined by the customer. This document doesn't certify

slerilization i, sterilization process validation, routine analysis and controls, quality contracl drawing up haven'l been performed.

Z6vEr: Cyklus dle interni provErky Sterisu. Nelze pou2it na certifikdt pro uvoln6ni zboii.
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Bat ch 2 3A1 807 27
Autoclave 0023

27-07-2018

St,art 27 -A7 -20lg 05:25
Page 7/7

F-l time scale = 15 min

End 27 -A7 -20L9 15 : L7
Operator 222

27-A7-2018
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Temperature / Time graph - Temperature during exposure tirne : min 47, 1 / MAX 48,2 "C
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Pressure / Time graph - Pressure during exposure time : min 119 I MAX 120 kPa
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Relative humidity / Time graph - RH at the end of conditioning :74 o/o, RH during exposure lime '. min 72 o/o

air recirculator r,i-ti rrtl
rmn

Gas pre-heater min temperature during gas inlet period :48,7 'C oo0 1 _AUT_00 23 _23 A1 807 27 .P DF

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

CCNIFC; ndtNf



STIRILAB s.r.o. a dominique Dutricher campany
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CUSTOMER

EBSTER CZ s.r.o.

Pr[myslov A z6na KoSikov g0

595 01 Velkd Bite5, CR

sH/P ro

STERIS AST CZ s.r.o.

PrumyslovA zbna Kosikov g0

59501 Velkd Bite5 Ceskd repubtika

CODE

BSC740

ordor

DESCRIPTION

Fertlllty collector
QTY per BOX

40

MU

40,000

QUANTITY

30,00lo(to 18P2005411 exp 31 07.2022

VAT CODE

cz27159621

BSVI 20

ord6r
ANSA 10 uL, PP, pool pack 20 pcs,sterllo

Iotto 18p2O19901 sxp31 .O7 2022
1 000,000

BSVl2OO

order

ANSA 10 uL, PP, poel pack i0 pcg,rterlle

iotto 18p2015102 exp 31 O7 2A22
1 000,000

BSV1201

order

ANSA 10 ul , storlle

lotro 18p2006905 axp 31 07.2022
2 100,000

BSVl 21

ofder

ANSA't uL, pp, peel pack 20 pcs,steril€

touo 18p2023700 exp 31 ,Q7.2022
1 000.000

SHIPPING BY

EXW

DEUVERY TERM

EXW

AN,VOrArIOA,S

lextilnd

ISSUED 8Yr

Borokov6

TRANSPORT

SALE

GBOSS WEIGHT KG NETTO WEIGHT

1 156,38 1 055,82

rRAA/SPORTSTART DATE

26.07.2018

VOLUME m3

8,55

aoxEs
'150

PALLETS

I ,!,u*,{u,"*^,,*,

RECIPIENT'S S'GNATURE

S.iRtLAg3. r,6. 
nrdtclan ot he .M!s at stova, .f.pruic

rd

6.00

570,00

/
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* STERIS
Laboratories

STERIS AST CZ s.r.o.

Registered office: Pr0myslov6 z6na Ko5[kov 80, 595 01 VelkS BlteS, Czech republic

lab_ebstercz@steris com - www steris-labs com

Komu: i To STIRILAB S.R.O.
TEXTILN A Zg
03401 RUZOMBEROK SLOVENSKA REPUBLIKA

4/VlLySlS C E RT I F I C ATE # s9 2 5 - B I 1 4 6 5 - t1 [r /$.;/2O 1 a

crsLo CERTIFIKATU ANALyZy3925 - 8t1465 - 06/0812018 Strana
lt 1

11 1

Our Lah:tdlotr Rulg,,111lt Hegisfer# Bl / 100 - p. 103

Eviden0ni Cislo: Bl/ 100 - s. 103

rfL€ Blt", aGICAL ]^JrtC^lQkS .). POCe SIRIF . 8ICILUS 4TROPHAEUS /B slbiir,b va ! Mec,t A|CC d93!i]
NAZEV: BIOLOGICKY INDIKATOR - SPORE STRIP - BACILLUS ATROPHAEUS (8. Subtllls var Nlger) ATCC #9372
METHOD: ISO 11138-1

METODAT ISO 11138-1
/NIERNAL PFOCEDi./R65 FLOI,YJ

VNITRNI PROCEDURA: PLOO6

REFERENCE DATA

REFERENCtti UOe.le
SAMPLES DESCRIPTIfiIT I:L;I"IA\IOTNICKE PROSTREDK| ii!' Yi IH{.} L)IAGNOSTIKA

POPIS VZORKO: ZDRAVOTNICKE PROSTREDKY - IN VITRO DIAGNOSTIKA
REFERENCE:SZR/LASSRO

JMENO zATnzN[KA: STIRILAB S.R.O,
WITHDRAWING MADE BY: SIER/S

ODPOVEDNOST ZA VYBER VZORKO: STERIS
RECEIVED BY LABORATORY AT: 07R0/2018

DODANO DO LABORATORE: 30rc7,2018
PRODUCTION BATCH : BILL OF DELIVERY: 2A1 803590

PRODUKCTtSNNZE: BILL OF DELIVERY: 201803590
STERILIZATION BATCH: 23A180727 dtd 07n7/2018
sTERrllzncrut snnze 

" 
23A180727 dne 27 tO7 t2o18

Bl BATCH: BATR 446

BI SARZE: BATR 446
POPULATION ( ufc/strip): 2 4' 10^6

POPULACE (cfu / strip): 2.4 * 1A^6
D-value (min): 3 2

D - hodnota (min): 3.2

NNALYSiS PARAMETERS

PARAMETRY ANALYZY
POSITIVE CONIROLSNT,

POEET POZITIVN[CH rcOruTROL: 1

BIOLOGICAL INDiCAIORS,V j 18

POCET BIOLOGICKYCH INDIKATORTJ: 1 8
T?A

ls
n

NAK

BI PO SEDMI DNECH
negative

negativni
positive

pozitivni
POSITIVE CONTROLBI

POZITIVNI XOruTROLA BI

Conclusions

ZAv6ry
EF F ECTI V E ST ER I LI ZATI O N C Y CLE
UCrru nY srERt LtzACn[ cyxr_us

LAaORAIORY HESPONSISLE

oDPOVEDNA OSOBA
;:!.l .. ; I'. ini.. L",

The ceriification report concerns only the tested samples; the document can be partially reproduced oniy upon writter approval by STERIS AST CZ s r o

CertifikAt se ttikti pouze testovanich vzorki{ dokurnent miie btit kopirov5n pouze s pisemnfm souhlasem STERIS AST CZ s r o


