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Datum zahflieni

Datum ukon6eni

Spolednost covpnruySTlRlLAB S.R.O.

Popis nakl6dky LoAD DESCRTpTToT.TZDRAVOTNICKV MATERIAL

Krabice BoxES N' 180

sarie earcFr 18p2005406, $p2005407,18p2017500, 18p2015101,18P2006903, 18P2006202,18P2017400, 18P20',17401
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FAcrLrrY VELKA eiffS
22

Dokument zpracov6ni Eto
ETO TREATMENT DOCUMENT

Dokument 6. oocurvtEtlt No 1514 I 00
Provoz

Autokliv 6. srARlNG onrE 1 2tO5l201B Hodina zah{jeni srARrlNG HouR 16,48

ENDTNG DArE 13105t2018 Hodina ukondeni ENDTNG HouR 03,1 8

Metoda MEr.HoD STIRILAB 03 EQ - 15%

9 PALET

C. lehve cvuroen No

e . liihve cvlrr.roER No

e . lehve cvuroeR No

e . lafrve cvlrnoEn No

e . lenve cvLrNorn No

e. lahve cvLtnoeR N'

Hrub5 vdha

Hrub6 v6ha

Hrubd vdha

Hrub6 vSha

Hrub6 v5ha

Hrub5 vdha

6655

8370

8470

47997

cRoss wErcHT k975,7

cRoss wErcHT kg 76,3

cRoss wErcHT kg77 ,B

cRoss wErcHr k976,4

cRoss wetcnr kg

cRoss wrrcnr kg

Tdra rnne kg 45,7

TAra rnnr kg 46,3

TAra lnne kg 47,8

fitra rnne kg 46,4

Tara rnne kg

f{ra rnne kg

Netto v6ha r'rerwEtcHr k930,0

Netto v6ha r.rerwEtcHr k930,0

Netto vaha r.rerwEtGHr k930,0

Netto vaha r.rErwEtcHr k930,0

Netto vaha Nerwetcur kg

Netto v6ha Nerwrtonr kg

Kondicionov6ni HEATING

Bez ETO wrrHour ETo Limity RANGE

doba rtME HouRS hod. nor" od 1 :1 5 do 1 :45

vALUE LimitY RANGE Hodnota

Teplota b6hem TEMPERATuRe "C od 45 do 55 51
Hodnota

1:30

Sterilizadni cyklus STERILIZATION CYCLE

Tlak pied vakuem pREVAcuuM PRESsURE

eas pied vakuem PREVAcuuM rtME

V5ha sm6si MtxruRE wEtcHr

Doba piivadeni plynu GAS INLEr rlME

Teplota behem cyklu cycLE TEMeERATuRE

RelativnI vlhkost cycLE R.H.

Tlakov! rozdil b6hem cyklu DELrA cycLE pREssuRE

f Koncentrace ETO bez naklSdky ero coNcENrRArloN

Doba expozice plynem GAS ExPosuRE rlME

Tlak po vakuu PosrvAcuuu PRESSURE

eas po vakuu PosrvAcuuMrtME

Pocet cyklft po vakuu Posr vAcuuM cYcLE NUMBER

Limity RANGE

kPa od -90 do -70

min. od 15 do 45

kg. od '1 '17,6 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 t'or'" od 5:55 do 7:0

kPa od -90 do -70

min. od 15 do 45

minimum 4

Hodnota vALUE

-70

15

120,0

60

51

72

200

507

6:00

-80

30

4

Externi test dozimetrem

Typ rvpe GIL-250

PouZite dozimetry

EXTERNAL DOSIMETERS TEST

SarZe BArcH Datum splatnosti EXP.DATE

usED DosrMErERs No 
N A

ZAvEr: Cyklus dle interni prov6rkY

Podpis pracovnika
SIGNATURE OF THE OPERATOR

Nelze pouiit na pro uvoln6ni zboZi.

SchvdleniSTERlS

STERIS APPROVAL

Odpov6dni osoba

AREA

Datum DArE 1410512018

This d0cument certifies that treatment is in compliance with technical specifications delined by the customer. This document doesn't certily
sterilization if stelilization process validation, routine analysis and controls, quality contract drawing up haven't been performed.
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Tunnel 9 -H Duration 25
Batch 22L805L3

12-05-2018
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F---l time scale = 30 min
000 1_PRE_g-H _33_025_22 1 805 1 3. pDF

CONFORMING

Temperature / Time graph
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Bat ch 22L8 0 5 r_3
Autoclave 0022

12-05-2018

Start L2-05-201-8 15 :48
Page J/ I

time scale = 15 min

End 1-3-05-20L8 03:18
Operator 222

13-05-2018
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Temperature / Time graph - Temperature during exposure time : min 49,2 IMAX 50,8 "C
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Pressure / Time graph - Pressure during exposure time : min 12s I MA,x, 12s kpa

w\-rJ{.J-(\(?oFNr-fljfllNN-oo

Relative humidity / Time graph - RH at the end of conditioning :72 %, RH during exposure time : min 79 %
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Gas pre-heater min temperature during gas inlet period : 52,0 "C 000 1 _AUT_o 022 _221 80 5 1 3.P DF

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

OPERATORCONFORIUING
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STERIS AST CZ s.r.o.

Registered office. Prfrmyslov6 zona Kosikov 80, 595 01 Velk6 Bites, Czech republic

lab_ebstercz@steris. com - www. steris-la bs. com
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&N4_LYS/q CERTTFTCATE#242J _ Bte12 _ 05/21/2918
ctsLo CERT|FIKATU ANALYZY2424 - 8t912 - 21t}5t2o18 Strana

1/ 1

1t 1

Our Laboratory Refgrence Register # Bl / 97 - p. 30
Evidendni Cislo: Bl I gl - s. 30

TITIE: BTOLOGTCAL INDICATORS - SPORE S7R/p - BAC TLLUS ATRO9HAEUS tB. subtits vat Nisot) ATCC *ss /2NAZEV: BloLoGlcKr lNDlKAroR - SPoRE si-iiit-i-ri'6illirls"AinopHAEus (8. subtitis var Niser) Arcc #9372
METHOD. tSO 11138-1

METODA: ISO 11138-1
I N TERN AL PROC EDU R E S : pLO06

VNITRNI PROCEDURR: PLOO6

REFERENCE DATA

REFERETErui UDAJE
SAMPLES DESCR/Prlotu: zDRAVorNlcKE pRosrREDKy - tN vtrRo DtAGNosilKA
POPIS VZORKU ZDRAVOTNICKE PROSiRrbr<V - II.I VITRO DIAGNOSTIKA
REFEBE/VCE SI/R/LAB S.R.O

JMENO ZAKAZNITN: STIRILAB S R O
WITH DRAWING MADE BY, SIER/S
ODPOVEDNOST ZA VYBER VZORKU: STERIS
RECEIVED BY LABORATORY AT. O5/1 4/201 B

DODANO DO LABORATORE: 14t05t2018
PRODUCTTON BITCU: BtLL OF DEL|VERy: 201 BO222B
p RoD u re ru i SnnZr : Bt LLoF-D r r_ rvr ny . 201 Bo222B
STER|L|ZATION BA.TCH, 221 8051 3 dtd o5/1 3/201 I
STER|LtZAe N[ snnzr: 22180513 dne 13t05t2018
BI BATCH. BATR 446

BI SARZE: BATR 446
POPULATION (ufc/strip) 2 4 * 1 0^6

POPULACE (cfu / strip): 2.4 * 1O^o
D-value (min). 3.2

D - hodnota (min): 3.2

ANALYS/S PARAMETERS

PARAMETRY ANALYZY
POSTTJVE CONIROLS rV : /
POCET POZITIVNiCU TOUTROL: 1
BIOLOGICAL INDICATORS N., 18

POCET BIOLOGICKYCH INDIKATORU: 18
GROW.H EVIDENCE AT THC CiV

BI PO SEDMI DNECH
POSITIVE CONTROL BI

negative

negativni
p-o2iiV-r.rt xirr.jrnore ar i"jji[".,

Z6vEry
EFF EC f I VE Sf ERI LI ZAToN CYCL F
UCINNY STERILIzAe NI CYKLUS

LA B O R ATO RY RESPO/VS/BLE

ODPOVEDNA OSOBA

The certification report concerns only the tested samples; the document can be partially reproduced only upon writter approval by STERIs AST cZ s.r.o.
Certifikat se tVkS pouze testovanvch vzorki; dokument m&2e biltkopirovanpouze s pisemnfm souhlasem srERls AST cZ s.r o


