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22 Datum zahSjenl srARrNG oerci}l}T 12021 Hodina zahijeni srARnNG Houn 1 g, 1 5
Datum ukonEeni ENDTNG DArE 1110712021 Hodina ukon6eni ENDTNG HouR 0s,sg

Metoda METHoD STIRILAB 03 Ee _ 15%

MATERIAL 18 PALET

C. l6hve

e. tahve

e. tanve

e. tahve

C. tanve

e. lehve

cyltuoeR N'

cvr-noeR N'
cylrruoeR N'
cyr-noeR N'
cyr-rruoeR N'
cvlrnoeR N'

6969

9474

8668

861 I

Hrubd v5ha

Hrub5 vSha

Hrubd v6ha

HrubS v5ha

Hrub6 vdha

Hrubd v5ha

cRoss wEtcHr kg 76,0

cRoss wEtcHr kg77 ,1

cRoss wEtcHr kg77 ,T
GRoss wEtGHr kg 75,9

cnoss weronr kg

oRoss weronr kg

rnne kg 46,0

rene kg 47,1

rnne kg 47,7

rane kg 45,9

rnne kg

rnne kg

T6ra

Tdra

I6ra
Tdra

TAra

f Ara

Netto v6ha NErwErcHr kg30,0

Netto vdha NErwEtcHr kg30,0
Netto viiha NErwErGHr kg30,0
Netto vdha NErwEtcHr kg30,0
Netto vdha ruerwercrr kg

Netto v5ha Nerwercrr kg

Kondicionov6ni
Bez ETO

HEATING

WITHOUT ETO

doba rrue xouns hod. rrou.s

Limity netee
od 1:15 do 'l:45

Hodnota vALUE

1:30 Teplota b6hem
Limity RANGE Hodnota

TEMPERATURE "C od 45 do 55 50

Tlak pied vakuem pRE vAcuuM pREssuRE

eas pied vakuem pRE vAcuuu nME

Vdha sm6si MrxruRE wErGHr

Doba piivdd6ni plynu cAs tNLEr IME

Teplota b6hem cyklu cvclereMpERAruRE

Relativni vlhkost cycLE R.H.

Tlakovli rozdil b6hem cyklu oelrn cvcLE pRESsuRE

{t Koncentrace ETO bez naklSdky Ero coNcENrRAloN

Doba expozice plynem GAsExposuRElME

Tlak po vakuu posrvacuuMpREssuRE

eas po vakuu posrvacuuMrME

Podet cykhi po vakuu posrvAcuumcycLENUMBER

Sterilizadni cyklus STERILIZATION CYCLE Limity naruce

kPa od -90 do -70

min. od 15 do 45

kg. od 1 17,6 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 troursod 5;55 do 7:0

kPa od -90 do -70

min. od 15 do 45

minimum 4

Hodnota

-80

16

120,0

70

49

72

205

507

6:00

-75

25
A+

test dozimetrem

Typ rvpe GIL-250

PouZit6 dozimetry

EXTERNAL DOSIMETERS TEST

SarZe BArcH

usED DoStMETERs N'
NA

Datum splatnosti Exp.DArE

Z6v6r: Cyklus dle interni prov6rky Nelze pouZit na certifikiit pro uvoln6ni zboii.

Podpis pracovnika Schv5lenl STERIS

STERIS APPROVAL

Odpov6dn6 osoba

AREA OFFICER

SIGNATURE OF THE

Datum DArE 1210712021

This docr-rment certifies that treatment is in compliance with technicalspecifications defined by the customer. This document doesn,tcertify sterilization if sterilization process validation, routine analysis and controls, quality contract drawing up haven,t been performed.
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Batch 222L07LL
Autoclave 0022

10-07-2021

Start L0-07 -202L 19:15
page 7/7

Fl time scale = 1S min

End 11-07-202L 05:58
Operator 222
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Ni.i5bB53
Temperature / Time graph - Temperature during exposure time : min 4g,4 I MAx 49,4.c

Pressure / Time graph - Pressure during exposure time : min 120 IMPX 126 kpa
k*-

$lr)oo
Relative humidity / Time graph - RH at the end of conditioning :72 o/o, RH during exposure time : min 77 oh

Gas pre-heater min temperature during gas inlet period : 4g,2 "C AUT _0022_222107 1 1 .PDF
STERIS treatment verification is based on reading of parameters from graphs lines
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/t f LyS/S C E RT T F T C ATE #4 s2_4 - B t l s 4 s - o7n s/20 2 1clslo CERTIFTKATU ANALyzv4524 - 8t1545 - 1stl7t2o21 Strana
1/ 1lt 1

Our Laboratory Refgrence Register # Bl / 149 - p. 72
Evidendni Cislo: Bl I 149 - s.72
Tlrt;E: BloLoGtcAL /ND/OAroRs -.,sp.o ryls-l3rr _B4cJLLus ATRopHAEUs (8. subtiris var Niser) ATcc #g972NAZEV: BloloclcKY ltrtotxAroR - SPoRE 5-tiip rHAcii-I[is ainopHAEUS (B. subtiris var Niser) ATcc #s372
METHOD: ISO 11138-1

METODA: ISO 11138-1
I N T ERN 4l- PR.O C E D U R ES : LW -LAB OO 2
VNITRNI PROCEDURA: LW-LAB002
REFERENCE DATA

REFERENETi UOAUE
54MPLES DESCRIPTION; ZDRAVOTNICKE PROSTRED.KY . IN VITRO DIAGNOSTIKA
POPIS VZORKU: ZDRAVOTN|CT_E PNOSfi{EiiKY T IN VITRO DIAGNOSTIKA
REFEgElVCe SIIR/LAB S.R. O.

JMENO ZAKAZNIKA: STIRILAB S.R.O.
W T H D RAW N.G M ADE B yi SIER/S
ODPOVEDNOST ZA VYBER VZORKU: STERIS
RECE|VEq By LABORATORy AT O7n2/2021
DODANO DO LABORATORE: 12107 12021
PRODUCTT ON BATCIJ : ptLL OF_ DELtvERy: 2O2i ogg3s
P RoDU KE N I SRnZe: BI LL 6F iJ-ELIVERY: 2o21o3ggg
STERT Ll ZATION BATCH ; 22Zt OT I 1 crd O7h 1 /2021
STER|L|ZACNI SnRZE: 22210711 dne 11t07t2021
Bl BATCH: BATR 468

EI SNRZC: BATR 468
POPULATION (ufc/stip): 2.2. 1 0^6
POPULACE (cfu / strip): 2.2* 10^6
D-value (nin):3.4

D - hodnota (min): 3.4
A/VALYS/S PARAMEIERS

PARAMETRYANALYZY
POS/7|IVE CONTROLS N.; 7

POEET POZITIVNICH KONTROL: 1
BIOLOGICAL INDICAIORS Mi 28
POCET BTOLOGTCKYCH trrtotxAToRo: 28

BI PO SEDMI DNECH
POSITIVE CONTROL BI
POZITIVNi KONTROLA BIr\.rz-t I tvt\t l\Ut\ I KIJLA t, na=i+irrni

Conclusions

Ziru6ry

ffE',"(,['\r'St'fliii2i e',.r r c y K L u s

REI.E#{$ H D BY QT'AH.ITY

LASORATORY RESPONS/BLE

ODPOVEDNA OSOBA

r+-h

0. 0i.

The certification report concerns only the tested samples; the document can be partially reproduced only upon writter approval by srERls AST cz s.r.o.
certifik6t se tvke pouze testovanvch vzork0, dokument moze bgt kopiroven pouze s pisemnim souhtasem sTERts Asr cz s.r.o.
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CODE

1 1 31403

ord€r

VAf CODE

c227159E21

DAIE

08.07.2021

TD NUI,,BER

29210339

axp 30.06.2025

lssuED ay

DESCR'PT'O'I'

AnBe rlngl€{3c, i}aclcd ln env!lopct
bno 21 p20003O1

QTY Fr BOX

10000

t*u
10m,000

OUANI,T\

500,00

202103939

'r 131404

order

Anie ringla{ro,lo ul, in Gnvelopcs

lofro 21P2fiXll0l
1 000.000 r 270,00

oxp 30.06.2025

I t 31404

ordsr

AnrG ilngla{3e,10 ul, ln cnvclopcr

1060 2t P20O0492
1 000,000

exp 31.07.2025

BSVl2O

ordor

ANSA l0 uL, PP, p.Gl prcl 20 pcr,.tarlle
lol,o21r20210f]i2

t 000,000
oxp 31.07 2025

BSVI 205

order

An.aJcdnorl:ova, lOul

lotlo 21 P2001e05
1 000,000 12,00

exp 31 07 2025

BSVl 21

ordor

AiISA I uL, PP, pet pack 20 pc!,trGrlle

loilo 2.t P2021101
1 000.000

oxp 30.06.2025
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