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Dokumentd. oocuuerr No 138 /00

Datum zah6jeni srARnNG oerc1410112023 Hodina zahdjenl srnnrrr.re noun 06,52

Datum ukonieni ENDTNG DArE 1410112023 Hodina ukon6eni ENDTNG HouR 17,40

Metoda METHoD STIRILAB 03 EQ - 15%

PALET

C.l6hve

e.l6hve
e. tanve

C. tarrve

d. tahve

d. tanve

cyLtNDea No

cyLtruoeR No

cyLtruoeR No

cylrruoeR No

cyltnoen No

cvttuoen No

5201

7303

1349

6765

HrubS vdha

Hrub6 v6ha

Hrubd v6ha

Hrub5 v5ha

HrubS vdha

Hrub5 vdha

GRoss wEtGHr kg77 .3

onoss werexr kg 76.8

cnoss weronr kg 77,0

cnossweroHr kg 76.4

enoss weroxr kg

onoss wsroHr kg

rene kg 47.3

renr kg 46.8

rnne kg 47,0

rane kg 46.4

rane kg

rnne kg

TAra

TAra

Tdra
Tdra

T6ra

Tira

Netto vdha NErwErcHr k930.0

Netto vdha NErwErGHr k930.0

Netto v6ha NErwErGHr k930.0
Netto v6ha NErwErGHr k930.0

Netto v6ha nerwereur kg

Netto vdha ruerwerenr kg

Kondicionov6ni
Bez ETO

HEATING

wlrHoUT Ero Limity nauce
doba rtuenounshod. hours od 1:15 do 1:45

Hodnota vALUE Limity RANGE Hodnota
1:30 Teplota b6hem TEMeERATuRE'C od 45 do 55 49

Sterilizadni cyklus STERILIZATION CYCLE

Tlak pied vakuem pREvAcuuupREssuRE

eas pied vakuem pREvAcuuMnME

Vdhasm6si MtxruREwErGHr

Doba piivSd6nl plynu GAs INLETIME

Teplota b6hem cyklu cvcr-e reMpERAruRE

Relativni vlhkost cyclE R.H.

Tlakovf rozdll b6hem cyklu DELIA cyclE pREssuRE

$ Koncentrace ETO bez nakl6dkyErocoNcENrRAnoN

Doba expozice plynem GAsExposuREnME

Tlak po vakuu posrvAcuuMpREssuRE

eas po vakuu posrvAcuuunME

Podet cykl0 po vakuu posrvAcuurrcycLENUMBER

Limity nence

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 troursod 5:55 do 7:0

kPa od -90 do -70

min. od 15 do 45

minimum 4

Hodnota vALUE

-80

18

120.0

70

51

64

205

s07

6:00

-77

28

4
Odplyfioviini tunel
DEGASSING IN TUNNEL

Limity RANGE Hodnota vrlue Limity nnlce Hodnota value

doba rrmexouns hod. hours od 0:0 do 168:0 0:00 Teplota b6hem TEMeERATURE "C od 41 do 51 0
ExternitestdozimetremExTERNALDoslMrt=*s'.st
Typ rYpe GIL-250

PouZit6 dozimetry

SarZe BArcH

usED DosrMErERs ru" I{A
Datum splatnosti Exp.DArE

Z6v6r: Cyklus dle interni provdrky Sterisu. Netze pouiit na certifik6t pro uvotnEnl zboii.

Podpis pracovnika
SIGNATURE OF THE

Schv6leni STERIS

STERIS APPROVAL

Odpov6dn6 osoba

AREA OFFICER

RELEASED BY QUALtTfatum oare 16t01t2023

Jitka PLOCKOVA

certify sterilization if sterilization process validation, routine analysis and controls, quality contract drawing up haven't been performed.
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u.',,1 STER,. IS
Applied Sterilization Technologies

Tunnel- 9 -H Duration 24
Batch 22A230LL4

13-01-2023
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14-01-2023

H time Scale = 30 min
PRE-9-H _33_024 _22A230 1 1 4.PDF

Temperature / Time graph

Relative humidity / Time graph

OPERATOR. 1 6 -01- 2023

CC)&JFSR,tuflflzuG
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Batch 22A230LL4
Autocl-ave 0022

14-01-2023

St.art L4-0L-2023 06 t52
Page L/L

H time scale = 15 min

End t4-0L-2023 L7 t40
Operator 222

14-01-2023
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Relative humidity / Time graph - RH at the end of conditioning : 64 %, RH during exposure time : min 68 %

air recirculalor workino
LI I L

Temperature / Time graph - Temperature during exposure time ; min 49,8 / MAX 52,0 'C

Pressure/Time graph - Pressure during exposure time : min 119 / MAX 123kpa

Gas pre-heater min temperature during gas inlet period : 50,7 .C
AUr _0022 _22 A230 1 1 4. P DF

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

1 0'01- 20?3



i STIRIS
Laboratories

STERIS AST CZ s.r.o.

Registered office: Prumyslovd z6na KoSikov 80, 595 01 Velk6 Bite5, Czech republic

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

Komu:
TEXflLNA 23
03401 RUZOMBEROK SLOVENSKA REPUBLIKA

4Nltvs/s cERTtFtcATE #444_- 8t107 - 01/23/202j

cisLo GERTIFIKATU ANALVZY444 - 8t107 - 2310'U2023 Strana
1/ 1

1l I

Our Laboralory Relgronce Reqisler # Bl / 175 - p. I
Evidendni Cislo: B!/ 175 - s. 8

T[LE!1!9Lo9!9AL tNDtCAToRS ' .SPoRE srRt] - BA11LLUS ATR)PHAEUS fB. subt/,s var Niser) ATC7 #ss72
NAZEV: BloLoGlcKY INDIKAToR - SPoRE STRIP - BACILLUS ATRoPHAEUS (8. Subtilis var Niger) ATcc #9372
METHOD: ISO 11138-1

METODA: ISO 11138-1
t N T ERN 4L P R.OC EDU R E S : LW I - LAB00 2
VNITRNI PROCEDURA: LWI-LABOO2

REFERENCE DATA

REFERENENi UDAJE
SAMPLES OESCR/PTION;ZDRAVOTNICKE PROSTREDKY - IN VITRO DIAGNOSTI/.A
POPIS VZORKO:ZDRAVOTNICTE PNOSiREDKV T IN VITRO DIAGNOSTIKA
REFERENCE; SI/RILAB S.R.o.

JMENO ZAKAZNiKA: STIRILAB S.R.O.
W T H D R Aw I NS M AOE I Yi SrER/S

ODPOVEDNOST ZA VYBER VZORKU: STERIS
RECEIVE.D BY UBORATORY AT UN6/2023
DODANO DO LABORATORE: 16/01/2023
PRODUCTION BATCH: BtLL OF DELIVERV 20ZOOO1 54

PRODUKENISnnZe: eiLL oF DeLIVERY: 202300154
STERILIZATION BATCH: 22A230114 dtd 01h4/202s
STE R r LtzAC u I SnnZe : z2.eiso t t + dne 1 4 I 01 I 2023
Bl BATCH: BATR 476

EI SNRZT: BATR 476
POPULATIAN fufc/strip): 2.6' 1 0^6
POPULACE (cfu / strip): 2.6 * 10^6
D-value (min): 3.0

D - hodnota (min):3.0
ANALYSIS PARAMEIERS

PARAMETRYANALYZY
POS/I/VE CONIROLS N.: 

'POEET PoZITIVNicH KoNTRoL: 1
BTOLOG ICAL I N DTCAIORS N.: 28

PoeET BtoLoctcKYcn rruorxAToRU: 28
AT

BI SAMPLES AFTER 7 DAYS
BI PO SEDMI DNECH
POSITIVE CON.TROL BI

INCUBATION

neoalive
negativni
positive

PozrrvN[ xor{rRoln er i"d'lifirni

Conclusions

ZAv6ry
EF EECTIVE STERI L|ZAT|ON CYCLE

UEINNY STERILIZAENi CYKLUS
LA BO RATO RY R E SPONS/8LE

ODPOVEDNA OSOBA

,2 3 -01_ 
2023

RELE'ISED BY QTJAE.ITY
Jitka PLOCKOVA

2 5, 01, 202J

,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.
certifikiit se t)'7ka pouze testovanych vzork0; dokument mi2e byt kopirov6n pouze s pisemnlm souhtasem srERls AST cz s.r.o.
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STIRILAB s.r.o. a dominique Dutscher company

Textlln{ 23
034 0t
Rulomberok

VAT t{o. SK2021720545

Tel +421 44 43227 20Fex+421 4443227 1t
www,stlrilab.c,om, email okonom@stirilab.com

IBAN : SK 31 11 '11 000000 102498 0028, SWIFT : UNCRSKBX

cusI. rr'o

CODE

asc740

ordGr

Transporl Document

CUSTOMER

EBSTER CZ s.r.o.

Pr0myslovA z6na Ko$lkov 80

595 01 Velk6 Bite$, CR

s,ltP TO

STERIS AST CZs.r.o.

Pr0myslov6 z6na Ko5lkov 80

50501 Velkd Blte5 CeskC repubttka

I]H$iltIl{ililflililtlflillilI
202300r54

VAT CODE

c227169021

DAfE

11.01.2023

fO NUMBER

202300r54

ISSUED AY

DESCRIPTIOH

Forllllty coll€clor

QTY per BOX

a0

HU

il0,O00

OUANTI

5s,00
bno 22P2004500 axp 31.08 2026

BEC740

ordsr

F.illllty soll€clot

hno eAP200{509 oxp 31.t0.2026
r 6,00

B3C7a0

od6r

Fortlllty colhclo,

blls 22P20O4510 sp 31.12.20?6
]2,00

BGVt20

order

ANSA l0 uL, PP, P.rl p.ct t0 Fc.,ltrrllr
htto 23P20o460o

1 000,000 600,00

sxp 31.01.?027

asvl200
qds

ANSA 10 ul- PP, p..l pftk ,0 p€r.tt rllc

tofio 23P2004500

12000 I 000,000 06.00
€xp 3t.01.2027

ssv120l

order

ANEA t0 ul , rtcrlh
bfio ?3Pm(x000

2 100,000 6,00
oxp 31.01.20?,

BSVrtO5

order

Amr l.dnorlzoya, 10ul

lotto 23P20Oa400
1 000,000 20.00

cxp 31.01 .20?7

BSV121

order

ANSA t uL, PP, pe.l prch 20 pccrt.rilo
lofio 22P2002108

10000 1 000,000 40.00

sxp 31.10.2026

B3V12t

o.dgr

,tN8A 1 !1, PP, p'tl prok 20 pcs,rt rtlo

btro 22P2002t09
1 000,000

exp 12.12.20?6

8SVl21

order

It{tA I uL. PP, prrl prot l0 pcs.rt rttt
loio 22P2002109

r 000,000 660,00
exp 31,12,2026

B3Vt21

ordor

At{8A I uL, PP, pcol p.ch 20 pc.,rt r,te

lono ?2p200?109

'I 000,000 200,00

exp 3'1.12.?026

BSVI2! r

order

AI{SA I uL, FP,p.rl prck t pcr, .tarllo

lotlo 23P20O480o
2 100,000 2,00

oxp 31.0'1,2027

BSV|2l5

otdor

Ail8A 'l ul. PP,pc.l p.cl 5 pcr, rtcrllc
blto 22P2002304

1 000,000 E,00

exp 3'l.r?.2026

BSVr215

orde.

AIISA I uL, PP.perl plck 6 pc., rt r$t
,oflo 23P200.1300

I 000,{x}0 64,00
exp 3 l.O1 -2027

I

40,000

{0.000

{000

10000 400,00

10000



U,5. FOOD & DRUG
,DMtNtSItAno f{

t.trnrrnrhtnu! rn(n, rt

STlRll-AB S.f.O. a dominlque Dutschercampany

Textlln6 23
034 01
Rulomberok

VAT No. SK2021729S4S

Tel +421 44 432 27 2O Fax +421 44 492 27 17
www.stirilab.com, email ekonom@stirilab,com

IBAN : S[ 311111 000000 102498 0028, SWTFT : UNCRSKBX
cu,sr. lro VAT CODE

c227r696?t

DESCRIPTION

Transport Document

CUSTOMEF

EBSTER CI s,r.o.

Pr0rnyslovd z6na Koifkov 80

595 01 Vetk6 BItsS, CR

SHPTO

STERIS AST CZ a.r.o.

Pr0myslov6 z6na Ko$lkov B0

59501 Velk6 Blte6 Ceskd repubtika

OAIE

r 1.0r.2023

fD NUMBER

20x3@r54

/SSUED AY

QTY per BOX

TRANSPORI $IARI OATE

1 1,0 t .2023

QUANTI

OfiIYgR'$ S'G'VTIUP€

SHIPPING EY

EXW

,$SUED AY;

Botekova

aoxEs
J3t

rRtflsPonr

SALE

OELIyERYIERII'

EXW
PALLEfS

18

oRoss w€rorfixc fiEfto wEtGHf
2 111.10 1 820,50

VOLUHE mi
'1a.77

Ar{rvorAt orrs
FE0rftEtrs sroruAru

Msdldion al the #.ns ol Slovah rapubttc

/Z.r' z'ovs
y'sno{.

MU


