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Datumzah6jenl sreRrrruoonre2gtlOl2O22 Hodinazah6jeni srenrrruenoun 18,09

Datum ukon6eni ENDTNG DArE 2411012022 Hodina ukonCeni ENDTNG HouR 04,53
Metoda METHoD STIRILAB 03 Ee - 15%

FAcrury VeLrA elrPS

22

. lShve

d, tanve

e. tenve

e. tanve

d. t6nve

C. tenve

cyttruoeR No

cYlrruoen No

cylnorR No

cylrruoen No

CYttr'tOen No

cyttnoEn No

591

9460

51 10

57634

Hrub5 v6ha

Hrub6 v6ha

Hrub6 vdha

Hrub5 v6ha

Hrub6 v6ha

Hrub6 v6ha

enoss wercHr kg 76.1

onosswerour kg 76.8

cRosswEtGHr kg77.2
enoss welonr kg 77.3

onoss weronr kg

cnosswerorm kg

rnne kg 46.1

renr kg 46.8

reae kg 47.2
rene kg 47.3

rnne kg

rane kg

Tdra

Tdra

T6ra

Tira
T6ra

T6ra

Netto v6ha NErwEtGHr k930.0

Netto v6ha NErwEtGHr k930.0

Netto v6ha NErwErcHr k930.0
Netto v6ha NErwEtcHr k930.0

Netto v6ha nerwereHr kg

Netto v6ha rerwercur kg

Kondicionov6ni
Bez ETO

HEATING

wrHour Ero Limity mrce
doba rrmr xouns hod. hourg od 1:15 do 1:45

Hodnota vALUE Limity RANGE Hodnota
1:30 Teplota bdhem TEMeERATuRE'C od 45 do 55 4g

STERILIZATION CYCLE

Tlak pied vakuem pREvAcuuupREssuRE

das pied vakuem pREvAcuuMlME

Vdhasm6si MxruREwErGHr

Doba piiv5d6nl plynu oAs tNLEr nME

Teplota bdhem cyklu cvclereMpERAruRE

Relativni vlhkost cycLE R.H.

Tlakovf rozdil b6hem cyklu oelracvcLEpREssuRE

$ Koncentrace ETO bez nakl6dkyErocoNcENrRAnoN

Doba expozice plynem GAsExposuRElME

Tlak po vakuu posrvacuuupREssuRE

Cas po vakuu posrvacuuunME

Podet cykl0 po vakuu posrvAcuuucycLENuMBER

Steriliza6ni cyklus Limity RANGE

kPa od -90 do -70

min. od 15 do 45

kg. od 117.6 do 122.4

min. od 45 do 90oC od 46 do 54

% R.H. > 50

kPa od 175 do 205

g/mc od 497 do 517

hod rroursod 5:55 do 7:0

kPa od -90 do -70

min. od 15 do 45

minimum 4

Hodnota VALUE

-80

16

120.0

70

49

69

205

507

6:00

-76

28

4
Odplyflov5ni tunel
DEGASSING IN TUNNEL

Limitlr a,tr,rcr

od 0:0 do 168:0

Hodnota value Limity natee Hodnota vnlue

doba rrMexouRs hod. hou- 0:00 Teplota bdhem rEilpEn.lruRE'C od 41 do 51 O
Externl test dozlmetrem

Typ wpe GIL-250

PouZit6 dozimetry

EXTERNAL DOSIMETERS TEST

SarZe BArcH

usEDDosrMErER. N" NA
Datum splatnosti Exp.DArE

Z{v6r: Cyklus dle interni provErky Sterisu. Nelze pouilt na certifik6t pro uvoln6nl zboii.

Podpis pracovnika

Odpov6dn6 osoba

AREA OFFICER

Datum oare 2411012022
RELEASE$ EV Qr.uA[-rTY

.litka PLOGKOVA

- 

Tt+;o,Iu|
This document certifies that treatment is in compliance with technica t rr"#{G^S"AAby the customer. This document doesn,t

certify sterilization if sterilization process validation, routine analysis anci controls, quality contract drawing up haven't been performed.
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Relative humidity / Time graph
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Temperature / Time graph
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Batch 2222L024
Autocfave 0022

23-10-2022

Start 23-L0-2022 L8:09
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F--l time scale = 15 min

End 24-L0-2022 04:53
OperaLor 222
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Temperature / Time graph - Temperature during exposure time : min 4g,B / MAX 51 ,5 "C

&Ni,ig5g3
Pressure / Time graph - Pressure during exposure time : min 120 I MAJ. 126 kpa

200

150

100

kPa 50

0

-50

-1 00

100

90

80

70
to

60

50

40

30

I
:

; ''''
r{

l-'
rl

il ::
l! l*

Relative humidity / Time graph - RH at the end of conditioning : 69 %, RH during exposure time : min 66 %

Gas pre-heater min temperature during gas inlet period :4g,7 "C AUr _0022 _2222 1 0 2 4.P DF

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

trChiFCIRf/TlNffi 2 L, 10. 202r
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STERIS STERIS AST CZ s.r,o.

Laboratories

feXflLttA Zg
03401 RUzoMBERoK SLoVEUSTA REPUBLIKA

4\r4LvS/S CERIIF|CATE #582-3 - 8t2135 - 1o/31/2022

clsLo cERTlFlKAru Rruelyzys823 - 812135 -g1t1ol2o22
1/ 111 1

Registered office: Pr0myslov6 z6na Kosikov 80, 595 01 Velke Bites, Czech republic

lab_ebstercz@steris.com - www.sterislabs.com

Strana

Out Laboratory Reforence Registet # Bl / 171 - p. 40
Evidendni Cislo: Ba l 171- s. 48

TITLE: BIOLOGICAL /ND,CAIORS_-,SP_ORE STRE- BACILLUS ATROPHAEUS (8. subtitis var Niger) ATCC #gg72
NMEV: BloloclcKY lNDlKAroR - sponfstnip rEAcii-L[id liinopxAEus (B. subtitis var Niger) ATcc #st72
METHOD: ISO 111381

METODA: ISO 11138-1
I NT ERN4L PR.OC ED U R ES: LW \-LABOO2

VNITRNI PROCEDURA: LW|-LAB0O2

REFERENCE DATA

REFERENENI ODAJE
SAMPLES DESCRI PTION : ZDRAVOTNIC KE PROSTRED.KY - I N V ITRO -DIAGNOSTIKAPOPIS VZoRKU:zDRAVOiNTK-E pnoSfREDKY T IN VITRo DIAGNoSTIKA
REFERENCE: STIR,LAB S-R.O.

JMENO ZAKAZNiKA: STIRILAB S.R.O.
WITHDRAWNA MADE Ay: SIER/S
ODPOVEDNOST ZA VYBER VZORKU: STERIS
RECEIVEq By UBORATORY AT 1On4/2022
DODANO DO LABORATOREi 2411012022
PRODUoTION BATCtt: -BILL oF_ DELIVERY: 2oz215ooo
PRODUKCNI SARZE: B|LL OF DEL|VERy: 2O2zoiOoB
STERILIZATION BAJCH: 22221024 dtd 10/24/2022

sTE R I LtZAc trt I sRnze : 22221 024 dne 24 t 1 O I 2022
BI BATCH: BATR 475

BI SARZE: BATR 475
PO PU LAT I O N ( ufc/sttip) : 2, 6 . 1 0^6
POPULACE (cfu / strip): 2.6. 10^6
D-value (min):3.0

D - hodnota (min):3.0
ANALYSIS PARAMETERS

PARAMETRYANALYZY
POSITIVE CONTROLS N.: 1

POEET POZITIVNICH KONTROL: 1
BIOLQqICAL INDICATORS N.; 28
POCET B|OLOGtCKYCn rruorrAroRU: 28

AT THE END

BI PO SEDMI DNECH
POSITIVE CONTROL BI

Conclusions

Ziu6ry
Ef F-ECT M ST E R t L t ZAT t O N CY C LE
UCINNY STERILIZAENi cYKLUS

UBORATQRY RE,PONS/ALE

ODPOVEDNA OSOBA

J t -10-102t

tu

REI.EASED BY QUAfl-ITY

''051.ftgffir*"Atu-b
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.
certiliket se tike pouze testovanich vzork0; dokum6nt mt:ze brt kophoven pouze s pisemnym souhtasem STERls AST cz s.r.o.

pozrttvlrI KoNTRoLA Bt



STIRILAB s.r.o. p.Cprnlnigue Dutscher company
Textiln6 23
034 01
Rulomberok

VAT No. SK2021ZzgS4s

Tel +42t 44 43227 20Fax+421 44 43227 17
www. sli rila b. com, email ekonom@stirilab. com
IBAN : SK 31111'l 000000 102498 0028, SWIFT : UNCRSKBX

Pr0myslovd z6na Ko5ikov g0

595 01 Vetkd ette$, 0R

s/{/P ro

STERIS AST CZ s.r.o.

Pr0myslov6 z6na KoSikov g0

59501 Vetka BIte$ Cesk6 repubtika

TOMuMBER

?0?205008

/SSUED AY

QTY per BOx

10000

cu,sr A/o

CADE

r I 9i403

ord6r

VAT CODE

c227159621

OATE

19 102022

DESCNPNON

Anse rtngle.usc, peokod ln lnvolopcs
totto A2PA020O@

MU
'r 000,000

QUANNTY

1 200.00
exp 30.09.?026

i. 3t404

order

Anse Elngls-uso,, O ul, in envelop€s

totro Z2p20ZrOOO
'I 000.000 150.00

erp 30 09 20?6

BSC?40

order

Fertillty colloctor

rotto 22P2004507 erp 3 l 07.2026
,5,00

BSVi20

ordet
ANSA lO uL, pp, pcll p.ck m pcs,3!..ils

loft,o 22p200171O
1 000,000 600,00

exp 30 (Ie ?026
BSV1?@

order

ANSA t0 uL, PP, Pael Psck to Pca,sbrltc
totto 2P2001805 j ili,:tii"\l

1 000,000

BSVi205

order

Ame Jodnordzov6, 1oul

totto 22p2001 000 erp 30 09 2026
r 000.000

BSVi21

ordel
ANSA I uL, PP, pest plct aO pcs,Btorile

bno A2p20O2107
r 000.000 I 200.00

erp 31 10.2@6

BSVl210

otder

ANSA t ut, Pp,pest pash g pcs, 8torile
totto Z2p20O?30i exp 3O 09.2026

1 000.000

2U2206u08

40,000

12000

40,00

24,00
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STIRILAB s.r.o. s dominique Dutschsr conlpany
Textiln6 23
034 01

Ruiomberok

VAT No. SK202i72g54s

Tel +421 44 43ZZT Z0Fax+421 44 4g227 17
vwvw. sti rila b. com, email ekonom@stirilab com
1BAN: SK 311111000000 1O24gB 0028, SW|FT. UNCRSKBX
cusr A/o

SXIPPINOBY

EryY

OEUVERYIERM

D$/v

ArviloIAro/vs

Any @mql'nl mu't by n'ada ||ilht' 0 days aM gd,s @apt G@ds Ett cms,Ued ol costontq propsry only afas rulr psyrent reetpr Any di.putes lerwse,, ,he ee subjacr b the oxcr*ivolutsdiclt@ ol lh€ cwtfu ol Slovoh DpublE

ACC
VER ON

QUANTITY

DR VER'S S/O/VrruaE

REC/P'E,YTS S'oilAruRE

I'[tarspurt Docurrrcnt

CUSIOITI'ER

EtsSTER CZ g.r.o.

Prumyslov6 z6na Ko$ikov g0

595 01 Velkd Bftes, CR

SHIP TO

STERIS AST CZ s.r.o.

Pr0myslov6 z6na KoStkov g0

59501 Vetkd Bttes Cesk6 repubtika

TD NJMAER

20r]05@8

QTY per BOX

v(r cooE

c2271590?t

DESCRIPTION

ISSUEDEY:

BorRkova

DATE

19 10 2022

TRA,YSPORT

SALE

8oxEs
356

P tlErs
r8

oRoss lyErorrlr(6
2 8S0 06

NEITO WErcHf
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INANSPORT STARI OATE
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