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e. tanve cyunoeR No

d. tanve cYurruoen No

e. tanve cyuruoeR No

d. l6hve cvLrruoen No

d. t6nve cyuruoen No

d. lenve cvuruoen N"

Hrub5 vSha

Hrubd v6ha

Hrub6 v6ha

Hrub5 v6ha

Hrubd vdha

HrubS v6ha

GRoss wEtcHr kg77 ,6

cRoss wErGHr kg 76,1

cRoss wErGHr kg76,4
cRoss wErGHr kg 76,0

onoss wercrr kg

onoss werotr kg

TAra rnnr kg 47,6

T6ra rnne kg 46,1

f{ra rnne kg 46,4

T6ra rene kg 46,0

TAra rnne kg

Tdra rnne kg

NEr wErcHr kg 30,0

NEr wErcHr kg 30,0

NEr wErcHr kg 30,0

NEr wEtcHr kg 30,0

ner weronr kg

ruer wercur kg

48122

18

7455

696

Netto vSha

Netto vdha

Netto vdha

Netto v5ha

Netto vdha

Netto v6ha

Kondicionov5ni
Bez ETO

HEATING

WITHOUT ETO

doba ttnrte uouns hod. rrours

Limity neroe
od 1:15 do 1:45

Hodnota

1:30
vALUE Limity RANGE Hodnota

Teplota b6hem rEirpERAruRE'C od 45 do 55 50

Sterilizadni cyklus STERILIZATION CYCLE

Tlak pied vakuem pREvAcuuMpREssuRE

eas pied vakuem PREvAcuuMnME

V6hasmEsi MxruREwEtGHr

Doba piiv5d6nf plynu cAs rNLErIME

Teplota b6hem cyklu cvclereMpERAruRE

Relativni vlhkost cyclE R.H.

Tlakovf rozdil bdhem cyklu oer-m cvcLE pREssuRE

Koncentrace ETO bez nakl6dky Ero coNcENrRAroN

Doba expozice plynem GAsExposuRElME

Tlak po vakuu posrvacuumpREssuRE

das po vakuu posrvecuuMnME

Podet cykhl po vakuu posrvAcuuucyclENUMBER

Limity nauoe

kPa od -90 do -70

min. od 15 do 45

kg. od 117,6 do122,4
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 troura od 5:55 do 7:0

kPa od -90 do -70

min. od 15 do 45

minimum 4

Hodnota vALUE

-80

17

120,0

70

50

72

205

507

6:00

_74

28

4

Externi test dozimetrem

Typ rvpe GIL-250

PouZit6 dozimetry

Z6v6r: Cyklus dle interni

SarZe

EXTERNAL DOSIMETERS TEST

BATCH

N'
NA

Datum splatnosti EXP.DATE

Sterisu. Nelze pouiit na certifik6t pro uvoln6ni zboii.

Podpis pracovnika
SIGNATURE OF THE

Schv5leniSTERlS

STERIS APPROVAL

Odpov6dn6 osoba

AREA OFFICER

tr,{ELEASED BY QUAI"ITV
Jitka PLOCKOVA

5. 01, 7fi?.7

fr.2-=

This document certifies that treatment is in compliance with technicalspecifications 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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Tunnel 9-A Duration 24
Batch 222LL222

21-12-2021
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Temperature / Time graph

Relative humidity / Time graph
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Batch 222Lt222
Autoclave 0022

21-12-2021

Start 2L-L2-202L 18:30
Paqe 1/1

H time scale = 15 min

End 22-L2-202L 05:14
Operator 222

22-12-2021
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Temperature / Time graph - Temperature during exposure time : min 49,2 IMAX 50,5 "C
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Pressure / Time graph - Pressure during exposure time : min 1 1B / MAX 123 kPa

K1,ft5335883
Relative humidity / Time graph - RH at the end of conditioning 72 ok, RH during exposure time : min 73 %

air recirculator working
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Gas pre-heater min temperature during gas inlet period :47,g "C AUI _0022 _222 1',t 222.P D F

STERIS treatment verification is based on reading of parameters from graphs Iines
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TEXTILNA 23
03401 RUZOMBEROK SLOVENSKA REPUBLIKA

AN,4LyS/S CFRTTFTCATE #808-4 _ Bl29oO - 12/30/2021

clsLo CERTIFIKATU ANALYZY8084 - Bl290o _30t12t2021 1/ 11t 1Strana

Registered office: Pr0myslov6 z6na KoSikov 80, 595 01 Velka Bite5, Czech republic

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

Our Laboratory Refgrence Regster # Bl / 157 - p. I 47
Evidendni Cislo: Bt I 157 - s.142

lIt?E B!9L99!C!! /NDIoAIORS -.SPORE srRt] - BACILLUi ATR)PHAEU} (8. subtitis var Niser) AT1C #s372
NAZEV: BloLoclcKY lNDlKAroR - sPoRE srRlP rEAaiLLtiS-AinopHeEUS (B. subtiris var Niser) ATcc #sz7z
METHOD: ISO 11138-1

METODA: ISO 11138-1
t N TERN 4L PR.O C ED U R ES : LW-LAB002
VNITRNI PROCEDURA: LWI-LABOO2

REFERENCE DATA

REFERENENi UDAJE
SAMPLES DESCR/PTION;ZDRAVOTNICKE PROSTREDKY - IN VITRO DIAGNOSTIKA
POPIS VZORKO: ZDRAVOTNLCTE PNOSiREDKV T IN VITRO DIAGNOSTIKA
REFERENCE: SI/R/LAB S.R.O.

JMENO ZAKAZNIKA: STIRILAB S.R.O.
W TH DR AWI N G M ADE B yi STERIS

ODPOVEDNOST ZA VYBER VZORKU: STERIS
RECEIVE.D BY UBORATORY AT 12/2A2021
DODANO DO LABORATORE: 221 1212021
PRODUCTION BATCfl : plLL OF_ DELIVERy: 202 1 07 1 02
PRODUKCNISnnZe: BtLL 0F OelVeny: 202107102
STERIL|ZATION BATCH : 2221 1 222 dtd 1 2/22/2021

sTERrLtZAcrul snnZr: zzztlzzz dne 22t12t2021
Bl BATCH: BATR 471

BI SARZE: BATR 471
POPUUTION (ufclstrip): 2.7' 1 0^6

POPULACE (cfu / strip): 2.7 * 10^6
D-value (min):2.8

D - hodnota (min): 2.8
ANALYSIS PARAMETERS

PARAMETRYANALYZY
POS/I/VECONIROLSN-: 

'POEET POZITIVNICH KONTROL: 1
BTOLO!3|CAL TNDICAIORS N.; 23
POCET BIOLOGICKYCH IUOITRTORU: 23
GROWTH

BI PO SEDMI DNECH
POSITIVE CONTROL BI

Conclusions

Ziru6ry

'd8'i,{'ir't''ffit'fliil2i"c'ru r cy K L u s
LABORATORY RESPONS/BIE

ODPOVEDNA OSOBA
,v.) ,/
/v'

RELEASED BY QUATUTV
Jitka PLOCK()VIU

The certification report concerns only the tested samples, the document can be partially reproduced only upon writter approval by sTERls AST cz s.r.o
certifikdt se tike pouze lestovanych vzork0: dokument mir2e bVI kopirovdn pouze s pisemnlm souhlasem STERIS AST Cz s.r.o

5, 01, 2022

STERIS AST CZ s.r.o.
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STIRILAB s.r.o. a domtntque Dutscher compdny

Textiln6 23
034 0{
Ruiomberok

VAT No. sK2O2172g54S

T el +421 44 492 27 20 Fax +421 44 492 27 17
vuruw, stirila b, com, ema il ekonom@sti ri lab. com

IBAN : SK 311111000000 102498 0028, SWTFT : UNCRSKBX

Transport Document tiililt iililiilltlffililtitifiit ilillililt ilililtilfiil
2021A7102

CUSTOMER

EBSTER CZ s,r.o.

Pr0myslovd z6na Ko5ikov 80

595 01 Velke Bites, CR

SHIP TO

STERIS AST CZ s.r.o.

Pr0myslovd z6na KoSikov g0

5950'1 Velk6 BiteS eeskd repubtika

DATE

17.12.2021

PAGE

1to1

CODE

BSVI20

ord6r

DESCRIPTION

ANSA l0 uL, PP, peet pack 20 pcs,sterlle

lotto 21P2021006

QTY ner BoX

1 0000

MU

I 000,000

QUANTITY

I 830,00
exp 31.12.2025

BSVt2{

order

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

totto21P2021103
,l 000,000 {0,00

exp 30.09.2025

BSVl21

order

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

totto 21p2021108
't 000,000

exp 30.1 1.2025

BSV1 21

order

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

lotto 21 p202i 
1 Os exp 30.1 '1.2025

I 000,000

SHIPPINA BY

EXW

DELIVERYTERM

EXW

/ssuED 8y;

Boiekovd

rRA/VSPORI

SALE

OROSS WEIAHT KG NET:rO WEIGHT

2 481,42 2 3i3.10

rRAA/SPOR]TSIART DA IE

t7.12.2021

VOLUME m3
'15,48

ORIYER5 S'OA'AIURE
BOXES

260

PALLETS

IJ

ANNOTATIONS
RECIPIENT1S SrcNATIJRE

lurisdiction ot lhe coutls ot Slovak republic

khur D'l ",tt 'Lozt

ffi

VAT CODE

Q227159021

TD NUMBER

202107102

560,00

200,00

t)
-)


