
Applied Sterilization Technologies= STERIS

FAcrLrrY VelfA alff S

22 Datum zahSJenl

Datum ukonCeni

Spolef,nost corrrpnuvSTlRlLAB S.R,O,

Popis naktAdky LoAD DESoRTpTToTZDRAVOTNICKY frlRff ntAl

Krabice BoxES N" 160

$arie BArcH 18P2023600, 18P2015103, 18?2023700, 18P2023701

V55 dokument6. ENrRANoEooc No 201803830 z '10.8.2018

N65 dokument 6. DELtvERy ooc N" 3048/40

Dokument zpracovini Eto
ETO TREATMENT DOCUI\,iIENT

Dokument 6. oocuurrur No 2606 / 00Provoz

Autokl5v 6. srARrNG orrr 18/0812018 Hodina zah6ienf srARrlNG noun 05,26

ENDTNG DArE 18/08/2018 Hodina ukondenl ENDTNG HouR 15,58

Metoda METHoD STIRILAB 03 EQ - 15%

8 PALET

C. lehve cvuNDER No

C. lShve cvlrNoER No

e , lehve cvLrruoeR No

C. l6hve cvuHoER No

C. lehve cvutroen No

C. lenve cvLrruoeR No

Hrubd vdha

Hrub6 v6ha

Hrub6 vdrha

Hrub6 v6ha

Hrubd v6ha

Hrub6 vdha

cRoss wETGHT kg 75,9

cRoss wErGHr kg 76,4

cRoss wErGHr k975,7

cRoss wErGHr kg 78,3

cRoss wrrcxr kg

GRoss wercnr kg

Tdra rnne kg 45,9

T6ra rnne kg 46,4

TSra rnnr kg 45,7

TAra rnnr kg 48,2

TAra rnne kg

T6ra rnnr kg

NErwErcHT k930,0

NETWETGHT k930,0

NEr wErGHr k930,0

NEr wErcHr kg 30,1

urrwetoHr kg

ruer werour kg

48510

931 7

7784

55117

Netto vdha

Netto v6ha

Netto v6ha

Netto v6ha

Netto v6ha

Netto v6ha

Kondicionovdni HEATTNG

Bez ETO WTHour ETo Limity RANGE

doba nME HouRs hod. trorrs od 1 :15 do 1 :45
vALUE Llmlty RANGE Hodnota

Teplota b6hem rEMpERAruRe "C od 45 do 55 49
Hodnota

1:30

Sterillza6nf cyklus srERtLlzAloN cycLE

Tlak pied vakuem pREvAcuuM pRESsuRE

e as pied vakuern PRE vAcuuM rME

Vaha srn6si MtxruRE wElcHr

Doba piiv6d6ni plynu cASTNLETrrME

Teplota b6hem cyklu cvcr-e TEMpERATuRE

Relativni vlhkost cycLE R.H.

Tlakovf rozdil b6hem cyklu oelrncycLE pREssuRE

* Koncentrace ETO bez nakl6dky ero coNcENrRArloN

Doba expozice plynem cAs ExposuRE rME

Tlak po vakuu posrvAcuuM pREssuRE

Cas po vakuu PosrvAcuuM nME

Podet cyklfr 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 no,ood 5:55 do 7:0

kPa od -90 do -70

min. od 15 do 45

minimum 4

Hodnota vALUE

-80

20

120,1

60

50

72

200

507

6:00

-75

30

4

Externl test dozlmetrem

Typ wpe GIL-250

PouZit6 dozimetry

EXTERNAL DOSIMETERS TEST

Sarie BArcH

usED DosTMETERS No NA

Datum splatnosti EXP.DATE

ZAvEr: Cyklus dle intern[ prov6rky Nelze pou2lt na

Podpis pracovnika ,r*.L
SIGNATURE OF THE

uvoln6nI zbo2i.

Schv6leni STERIS

STERIS APPROVAL

Odpov6dn5 osoba

AREA OFFICER

Datum DArE 201A82A18

This document certitiss that treatment is in compliance with technical specilications delined by the customer. This document doesnt certily

sterilization it sterilization process validation, routine analysis and controls, quality contract dlawing up haven't been perlormed.

{
srERls Vetka Bites{CZ)

iluatron Baclteen 1 8081 I
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Tunnel 9 -H Duration 25
Eatch 22AL808L8

17-08-2018
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Relative humidity / Time graph
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STERIS
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Batch 22AL80818
Autoclave 0022

18-08-2018

Start 18-08-2018 05:26
Page 1-/7

H time scale = 15 min

End L8-08-201-g 15:58
Operator 222

18-08-2018
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Temperature / Time graph - Temperature during exposure time : min 49,0 i MAX 49,9 'C

@@c)F(\rrYOOr-
Pressure / Time graph - Pressure during exposure time : min 117 / MAX 120 kPa
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Relative humidity / Time graph - RH at the end of conditioning :72%, RH during exposure time : min 76 %

air recirculator working

{
J

Gas pre-heater min temperature during gas inlet period :48,7 "C 000 1 -AUT_0022 _?2A1 808 I 8.P DF

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

&
Y

L-d

55

50

45

40

35

30

'100

90

80

70

60

50

40

30

qlt.;NFffiRIVllh'lffi



Transport Document I illlll lilr iltil lilt ilil ilrilililt tilil ilililfl lil
201 803830

STIRILAB S.f.O. a domlnlgue Dutscher company

Textilnd 23
034 01
Rulomberok
VAT No. SK202{729545

Tel +421 44 43227 20Fax+421 44 43227 17
www. stirilab.com, email ekonom@stiri lab.com

IBAN : SK 311 1 1 1 000000 102498 0028, SWIFT : UNCRSKBX

CUSIOMER

EBSTER CZ s.r.o.

P rri rnyslov A z6na KoSl kov 80

595 01 Velk6 Blte5, CR

SHIP TO

STERIS AST CZ s.r.o.

Prui myslovA zbna Ko5lkov 80

59501 Velkd Blte$ Cesk6 republika

ffigl,i*!iti,t:*'u

CUSI. NO VAT CODE

c227159621

DATE

10 08.201 8

TD NUMEER

201 803830

/ssuED 8v PAGE

ltol

CADE

BSVl20

ordor

DESCRIPTION

ANSA 10 uL, PP, peel pack 20 pca,etorlle

lotro 18P2023600

QTY p*BOX
10000

MU

I 000,000

QUANTITY

520,00

axp31 082022

BSV1200

ordor

ANSA 10 uL, PP, peel pack 10 pcB,storllo

lotto 18P20'15103

'l 000,000 84,00

€xp 31.08.2022

BSV121

order

ANSA 1 uL, PP, peel pack 20 pc!,sterlle

lotto 18P2023700

1 o00,0oo 400,00

oxp 31.47.2022

BsV12'l

order

ANSA I uL, PP, peel pack 20 pc!,Btorllo

lotto 18P2023700

1 000,000

exp 31 .O7 2022

BSV12t

order

ANSA'l uL, PP, peel pack 20 pcs,eterlle

Iotto 18P2023701

1 000,000

exp 31.08 2022

BsV121

ordar

ANSA 1 uL, PP, peel psck 20 pcs,stsrlle

lotto 18P2023701

I ooo,00o 410,00

axg 31.O8.2O22

ACCETTANCE

43"Y "zo{X

SHIPPING 8Y

EXW

DELIVERYTERM

EXW

,SSUED BY;

Bolekovd

IRANSPORT

SALE

TRINSPORTSTART DATE

10.08.2018

VOLUME m3

9,03

DR'YSR'S SIGNAIURE8oxEs
160

PALLEIS
q

GROSS WEIGHT I<G NErTO WEIGHI

137436 1 266,50

ANNOlAtlOilS RECIPIEM,:S SIGNAfiURE

Ahy@pl&,t nost by mrle *ithk a d.y. .ndeaads nelpt G@ds aB@NAwd ot c@tomd ptuFny aty alle/ tud Pa@.ot o.rlPl A,ry di.Pubt b.l*@n ho.B tubied lo th.*dciee
jutisdictDnollhe(,wB al Shv,k t puble
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# STERIS
Laboratories

STERIS AST CZ s.r.o.

Registered office: Pr0myslovd z6na Ko5ikov 80, 595 01 Velkd Bite5, Czech republic

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

TEXTILN A ZI
O34O{ RUZOMBEROK SLOVENSKA REPUBLIKA

AMLYS/S CERTIF|CATE#4186 - BtI567 - 08/27/2018

eisro cERTrFrKAru nruRt*zv+t86 - Bt1s6T -zloatzols Strana
11 I

11 1

Our Laboralory RefgrenceRegl'sler# il / fil - p 45

Evidendni Cislo: Bl/ 10{ - s. 45

?TLE B|OLAAICALNDICAIoRS - jSPORE SIRP- aAC/LaUS ATROPHAETE lB subtiti' wMsal ATCC1P,72

NAZEV: BIOLOGICKY INDIKATOR - SPORE STRIP - BACILLUS ATROPHAEUS (B. Subtllts var Niger) ATCC #9372

METHOD: ISO 11138-1

METODA: ISO 11138-1

REFERENCE DAT{

REFERENGNI UDAJE
SAMPLES DESCRIPflOI1I:ZDRAVOTNICKE PROSTREDKY - IN VITRO DIAGNOSTIKA

POPIS VZORKU: ZDRAVOTNICKE PROSTREDKY - IN VITRO DIAGNOSTIKA
REFERENCE: SIIR/LAB S R O

JMENO ZAKAZNIKA: STIRILAB S.R.O.
WTHDRAWING MAOE BY: STER/S

ODPOVEDNOST ZA VYBER VZORKU: STERIS
RECflVED BY LABORATARY AT OSNONUE

DODANO DO LABORATORE: 2OIO8I2O18
PRODUCTION BATCH: BILL OF DELIVERY: 201803830

PRODUKCNI SNNZE: BILL OF DELIVERY: 2O1BO383O
STERILIZATION BATCH : 22A1 8081 I dtd 0U1 8/201 I
srERrLrzAe ni snnzE" 22A18081I dne 18/08/201B
Bt BATCH: BATR 446

BI SARZE: BATR 446
POPULATION (ufdstrip): 2 4'10^6

POPULACE (cfu / strip): 2.4" 10^6
D-value (min): 3 2

D - hodnota (min): 3.2

ANALYS/S PARAMETERS

PARAMETRY ANATVZV
POSIT|VE CONTROLSNT T

POCET POZITIVNICN TOruTROL: 1

BIOLOGICAL /NDICATORS N j,8
POCET BIOLOGICKYCH INDIKATORU: 18

INTERNAL PROCEDI.r,?l:6 r:1 otl6

VNITRNI PROCEDURA: PLOO6

BI PO SEDMI DNECH
'repFlt *
negativnI
positive

pozitivni
POSITIVE CONIROL 8/
POZITIVNI KONTROLA BI

Con6lusions

ZAvEry
EF F ECT I VE STERI LIZATI ON CYCLE

ue INNY srERrLrzACrrtl cYxlus
L A B OR ATO RY RESPONSTEIE

ODPOVEDNA OSOBA

The c€rtification reporl concems only the tested sampl€si tha document can be partially rsproduced only upon writter approval by STERIS AST CZ s r o

CertifikSt se trik5 pouze lestovanfch yzorkrii dokument mi:e b9t kopirovAn pouz6 s pisamnlm souhlas€m STERIS AST CZ s r o


