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Dokument 6. ooculaerur No

Datum zahdjenl srARrNG oNe2010312021 Hodina zahdjenl srnnrrruo uoun 1 7,,16

Datum ukon6eni ENoTNG DArE 2110912021 Hodina ukondeni ENoTNG HouR o3,sg
Metoda METHoD STIRILAB 03 Ee - 15%

z 17.03.2021

965 / 00

Popis nakr6dky L.AD oescnrprronZDRAvorNlcKy tilRrEntRl 1g PALET

Krabice BoxES N" 360

sar2e eatca 21P2016200,21P2016300,21P200g01,21p200g02,21p2001000,21p2001001,21p2001002,21p2001003,
21 p200 1 1 00, 21 p 200 1 1 0 1, 21 p 200260 1, 21 p2oo27 o 1

l5hve

e. tanve

e. tanve

e. larrve

e. ldhve

e. tarrve

cyrrNoen N"

cyrrnoER N"

cyLrruoeR N'
cylrnoeR N'
cvlrnorR N"

cylnoeR N'

43637

5711

4851 8

7780

Hrub5 vSha

Hrub5 vSha

HrubS vdha

Hrubd vSha

Hrubd vdha

Hrub5 v5ha

GRoss wEtcHr k977,3

cRoss wErGHr k976,2

GRoss wEtcHr kg 76,8

cRoss wEtGHr kg 75,9

cnoss weroHr kg

cRoss weronr kg

renr kg 47,3

rnne kg 46,2

rnne kg 46,8
rene kg 45,9

rene kg

rnne kg

Tdra

TSra

Tdra

Tdra

Tdra

Tdra

Netto v5ha NErwEtcHr k930,0

Netto vdha NErwErGHr k930,0

Netto vdha NErwEtcHr k930,0
Netto vdha NErwEtGHr k930,0

Netto vdha nerwercur kg

Netto vdha ruerwercHr kg

Kondicionov6ni
Bez ETO

HEATING

WITHOUT ETO

doba rrme nouns hod. nor."

Limity nerae
od 1:15 do 1:45

Hodnota
1:30

VALUE

Teplota b6hem
Limity RANGE

TEMPERATURE'C od 45 do 55
Hodnota

49
Sterilizadni cyklus STERILIZATION CYCLE

Tlak pied vakuem pREvAcuuupREssuRE

eas pied vakuem pREvAcuumnME

VShasm6si MrxruREwEtGHr

Doba piivdd6nl plynu cAstNLErnME

Teplota b6hem cyklu cvcr-e reMpERAruRE

Relativni vlhkost cycLE R.H.

Tlakovyi rozd [l bdhem cyklu oelre cvclE pREssuRE

I Koncentrace ETO bez naklddky Ero coNcENrRAnoN

Doba expozice plynem cAsExposuREnME

Tlak po vakuu posrvAcuuMpREssuRE

Cas po vakuu posrvAcuuMrME

Podet cykl0 po vakuu posrvAcuuMcyclENuMBER

Limity netoe
kPa od -90 do -70

min. od 15 do 45

kg. od 117,6 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 noursod 5:55 do 7:0

kPa od -90 do -70

min. od 15 do 45

minimum 4

Hodnota

-80

17

120,0

70

50

72

200

507

6:00

_74

25

4
test dozimetrem

Typ rvpE GIL-250

PouZit6 dozimetry

EXTERNAL DOSIMETERS TEST

SarZe BArcH

usED DoStMETERs N' 1NA
Datum splatnosti Exp.DArE

Z6v6r: Gyklus dle interni

Podpis pracovnika
SIGNATURE OF THE

Nelze pouiit na certifikiit pro uvoln6ni zboii.

Schv5leni STERIS

STERIS APPROVAL

Odpov6dn6 osoba

AREA OFFICER

29, N. 2021

This document certifies that treatment is in compliance with technical specificali'ons aerir(eaby 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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Tunnel 9-G Duration 24
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STERIS
Applied Sterilization Technologies

Batch 2221,032]-
Aut.oclave 0022

20-03-2021

Start 20-03 -2021- L7 zL6
Page 7/7

H time scale = '15 min

End 21-03-202L 03:59
Operator 222

21-03-2021
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Temperature / Time graph - Temperature during exposure time : min 4B,g / MAX 50,6 .C

H&i.,-ffi858
Pressure / Time graph - Pressure during exposure time : min 112 I MAX 1 1B kpa

Reiative humidity / Time graph - RH at the end of conditioning:72 %, RH during exposure time : min 73 %

Gas pre-heater min temperature during gas inlet period :49,0 .C

STERIS treatment verification is based on reading of parameters from graphs lines
AUr _0 0 22 _222 1 0 3 2 I . P D F

CCtUFORh/tlNG



= STERIS STERIS AST CZ s.r.o.

Laboratories
Registered office: Prr)myslov6 z6na Ko5ikov 80, 595 01 Velka Bfte6, Czech republic

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

TEXTILNA 23
03401 RUZOMBEROK SLOVENSKA REPUBLTKA

4lvy'tys/s cERflF|CATEil179_5 - 8t637 - Os/2s/2021

crslo CERTIFIKATU ANALYZY1795 - 81637 -29t03t2021 Strana
1/ 11t 1

Our Laboratory Refercnco Register i Bl / 142 - p. 46

Evidendni Clslo: Bl l14Z - s. 46

!t!LE:.BJo-L-oc1c:4! /ND_/oAroRs -,sP_oRE srR/p-BAclLLUs ATRopHAEUs (8. subtitis var Niser) ATcc #ss72
NAZEV: BloLoGlcKY INDIKATOR - sPoRE srRlP - eAclLLuS AtnopnlEus (B. subritis var Niger) ATcc #ss7z
METHOD: ISO 111i8-1

METODA: ISO 11138-1
I NTER N 4- P R.OC EDU R ES: LWI- LABOO2

VNITRNI PROCEDURA: LW|-LAB0O2

REFERENCE DATA

REFERENENi UDAJE
SAMPLES DESCR/PTION; ZDRAVOTNICKE PROSTREDKY. IN VITRO DIAGNOSTKA
POPIS VZORKIJ: ZDRAVOTNICKE PROSiNi-Offi: IN VITRO DIAGNOSTIKA
REFERENCE,' ST,/R/LAB S,R, O,

JMENO ZAKAZNiKA: STtR|LAB S.R.O.
WITHDRAWING MADE 8Y STER/S

ODPOVEDNOST ZA WEEN VZORKU: STERIS
RECEIVED BY LABORATORY AT: 03/22/2021

DODANO DO LABORATORE: 2210312021
PRODUCTION BATCH: BILL OF DELIVERy:202101574
PRODUKENiSnnZE: eILL oF bTLIVERY: 202101574
STER I U ZAfl ON B A:r CH ; 222 1 0 32 1_ dtd O3/Z 1 /ZO2 1

sTERtLtZAerui snnZr: 22i10321 dne 21 tO3t2O21
Bl BATCH: BATR 467

BI SARZE: BATR 467
POPULATION (ufc/strip): 2.5. 10^6

POPULACE (cfu / strip): 2.5 * 10^6
D-value (min): 3.1

D - hodnota (min): 3.1

/NALYS/S PIlRAMETERS

PARAMETRY ANALVZY
POS/T/VECONTROLSN.: 

'POEET POZITIVNICH KONTROL: 1

BIOLOGICAL INDICArORS N.i 28 _

POCET BIOLOGICKYCH TNDIKATORU: 28
INCUBATION

BI PO SEDMI DNECH

Conclusions

ZAv6ry
Ef F EC T tV E gT ER I L |ZAT I O N CYCL E
UCINNY STERILIZAENi CYKLUS

UBORATQRY RE$PONS/8LE

ODPovEDNA OSOBA
.,) 

,,

RE!.EA5Efl} EV Q T.'A!-[TY*2rysot1021

rhe certification repo'l concerns only the tested samples; the document can be parlially reproduced only upon writter approval by srERls AST cz s.r.o.
Certifikdt se tika pouze testovanich vzork0; dokument m0Ze b),1 kopirov6n pouze s pisemnli,m souhlasem STERIS AST CZ s.r.o.
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STIRILAB s.r.o. a domlnique Dutscher company
Textilni 23
034 01
Rulomberok
VAT No. St<2021?29545

Tel+421 44 49222 20 Fax+421 44 4g227 17
www. stirilab.com, email ekonom@stirilab. com

IBAN : SK 311111000000 102498 0028, SWTFT : UNCRSKBX

CUSTOMER

stirilab s.r.o.

Textiln6 23

034 01 Ruiomberok, SR

SHIP TO

STERIS AST GZ s.r.o.

Pr0myslovd z6na KoSikov g0

59501 Velkd Bitei eesk6 repubtika

cusr. /vo.

CODE

7 698 4r'0

ordor

VAT CODE

c227159521

DESCRIPTION

Mlcroloops 1O ul sterlle

lol1o21p201A2Oo

DATE

17.03.2021

TDNUMBER

292101574

ISSUED BY

Q,YWTBOX
10000

MU
1 000,000

QUANTIT

300,00
exp 31.03.2025

\ 7 696 431

order

Microloops 1 ul sterile

loto 21 P2016300
I 000,000 300,00

exp 31.03.2025

BSC740

order

Fertility collector

lotto 2'l P2002901
40,000

oxp 28.g2.2V25

BSCTrro

order

Fertllity collector

loilo21P20O29o2 40,000 60,00
exp 31.03.2025

BSVl20

ordsr

ANSA ,0 uL, PP, peel pack 20 pca,ster,le

totto 2i p2001000 I 000,000
exp28,O2,zwi

BSVl20

otd6r

ANSA 10 uL, PP, pe€t pack 20 pca,sterile

loto2ip2001@t I 000,000 600,00
exp28.V2.2V25

BSVl20

order

ANSA t0 uL, PP, peel pack 20 pcs,sterile

toto 21p200i002
r 000,000 410,00

exp28.O2.2025

BSV12O

order

ANSA 10 uL, PP, pe€t pack 20 pc8,sterile

totro 2.t p2001@3 1 0@,000 380,00
exp 31.03.2025

BSV121

order

ANSA I uL, PP, peel pack ZO pcs,sterile

totto 21 p2001 100 exp 01.0'1.2025
r 000,000

BSVl21

order

ANSA 1 uL, PP, peel pack 20 pcs,sterile

tofio21P2001101 1 000,000 400,00
exp 31.03.2025

\v. BSV1210 Anse single.use, volume I ul

lo&o 21p20O27O1order
exp 31.03.2025

12000 ', 000,000

BSVI 21 6

order

ANSA'l uL, PP,pel pack E pcs, sterile
lofto 21p20V26O1 6xp 31.03.2025

I 000,000

4E??1
1f

i;"1
$'h

Transport Document
202101574

20,00

80,00

120,00

48,00


