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Dokument 6. oo<;ururrur No

Datum zah6jeni srARlNG oarcZ710112018 Hodina zah6jeni s

Datum ukondeni ENDTNG DArE 2810112018 Hodina ukondeni e

Meltoda rverrroo STIRILAB 02 Ee

T6ra IARE

TAra rARE

Tdra TARE

TAra rARE

Tdra rARE

T6ra rARE

Netto v6ha

Netto vSha

Netto v6ha

Netto vdha

Netto vdha

Netto v6ha

Limity
od 48 do

301 / 00

Houn 20,33

HouR 7,19

rwErcHr k930,1

rwElcHr k930,0

wercur k930,0
TWEIGHT k930,0

wercHr kg

wrrcHr kg

Hodnota vALUE
R4

VALUE

Spole6nost corvrpnruvSTlRlLAB S.R.O.

Popis naktddky LoAD orscRrprronZDRAVorNlcKy vRrrRtRL s PALEI-

Krabice BoxES N" 100

Sarie eercu 17P2004611,18p200S401,18p2rt01000,18p2000900

V65 dokument 6. ENTRANoE ooc. No 2OigOO42ll z 26.1 .2Oig
N65 dokument d. DELtvERy ooc. No 34gl4o

e . t6hve cvLTNDER N' 7330

e . lehve CYLTNDER N' 7064

e . tehve cyLTNDER N' 4811

e . tafrve cvLTNDER N" 870

e . t6frve cvLrr,roeR N'
e . tafrve cyuruoen N'

Hrub6 v6ha cRoss wEtcHr kg77,S

Hrub6 vdha cRoss wEtcHr kg 75,8
HrubS v6ha cRoss wEtcHr kg7S,2
Hrub5 vdher cRoss wEtcHr kg74,6
Hrub6 v6her cnoss wercur kg
Hrub5 v6het cRosswEtcHT Ko

kg 47,4

kg 45,8

kg 45,2

kg 44,6

kg

Kg

Kondicionov6nl HEAING

Bez ETo wrrHour Ero Limity naruce Hodnota vALUE
doba rME HouRs hod. nour" od 1:15 do 'r :45 1:30 reprota b6frem

SterilizaEni cyklus STERILIZATION CYCLI:

reupenatunt: oC

Tlak pied vakuem pREVAcuuM pREssuRE

eas pied vakuem pREVAcuuMlME

V5ha smdsi NrxruRE wErcHr

Doba piivdd6ni plynu cAs INLETIME

Teplota behem cyklu cvcle reMpEMruRE

Relativni vlhkost cycLE R.H.

Tlakovyi rozdil bdhem cyklu oeuracvcLE pREssuRE

t' Koncentrace ETO bez naklddky Ero coNcENrMroN

Doba expozice plynem cAs EXposuRE rME

Tlak po vakuu posrvncuuM pREssuRE

eas po vakuu posrvecuuMnME

Pocet cyklfr po vakuu posrvAcuuM cycLE NUMBER

Limity nnNGE

kPa od -90 do,70
min. od '1 5 do 45

kg. od 1 18,€t da 121,2

min. od 45 do 75
oC od 48 do 52

% R.H. > 60

kPa od 180 do 200

g/mc od 335 do 341

hod noursod 5:45 rjrr 6:15

kPa od -90 do -70

min. od 30 do 70

minimum 4

-80

15

120,1

OU

qt

8Cl

190

338

6:00

-80

30

4
ExternI test dozimetrem

fyp rvpe GIL-250

PouZite dozimetry

EXTERNAL DOSIMETERS TEST

SarZe BArcH

usED DoSIMETERS N'

Z6vdr: Cyklus dle interni provdrky Sterisu. Nelze prouZit na certifikat pro uvoln6ni zboiii.

Podpis pracovnika
SIGNATURE OF THE OPERATOR

Schv6leniSTERlS

STERISi AFPROVAL

Odpov6dnai ,osoba

AREA CIFFICER

--Datum rE 2910112018

doesn't certifyThis document certif ies that treatment is in compliance with technical specif icati0ns defined by the customer. This (

sterilization if sterilization process validati0n, routine analysis and c0ntrols, quality contract drawing up haven been performed.
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Batch 231_80L28
AutocLave 0023

27-01-2018

c.l

Start 27-0L-20L9 20:1t3
Page 7/1

time scale = 15 min

018 O7:L9
ator 222

28-01-2018

0001_AUT

ErLd 28-0L-
ope

IN
f{ R8588"S',8

Temperature / Tirner graph - Temperature during exposure tirne : min 4g,9 i MAX 51.1 "c

c{c{ c')
c.l

(> N 33
Pressure / Tinre graph - Pressure during exposure time : min 117 | MM 120 kpa

Ri ft Ei 5 g B 's""lE (c}o
Relative humidity / Time graph - RH at the end of conditioning : 80 %, lil-t rluring exposure time min 81 %

Gas pre-heater min temperature during gas inlet period : 50,3 .C

ilrl

o
c\,1

srERIs treatment verifi,cation is based on reading of parameters from graphs

coNFoRlvllru{*

_231 801 28.PDF
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Tunnel_ 9-c Duration 20Batch 23lg01,2g
27-01-2018
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Track 30
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Temperature / Time graph

27-.01-2018

time scale = 30 min0001 _pRE_g-G _30_020*231 8o 1 28.pDF
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eSTE RI S STERIS AST GZ s.r.o.

Registered office: pr0myslova 26na Kosikov u0,

lab_ebstercz@steris. com - www. steris-labs.cr)m

595 01 \/elk6 Bite6, Czech
Laboratories

TEXTILNA 23
03401 RUZOMBEROK S|I.OVENSKA REPUBLTKA

8frf8"ffifi?iF iiiaiff'aflK(iLys3e - B'r03 - asnu2als Page 1/ 1

1t 1

E1;iff9fr'd"#"'ff31"Ji Eii', i 6li' j J 4'it

ii'^r;fi?trfrilA'iffi rt.f :i?biffi r?i"d':3fi tiffff gift iF"':Hffii'iTijd'iliRopHAEU;
METHOD: ISO 11138-1

METODA: ISO i1138-1
I N TERNAL qR.OCE DLJ RES : ?LOO6

VNITRNi PROCEDURA: p1.006

REFERENCE DATA

REFERENENi ODAJE
S/MPLES DESCRi?TION: ZDRAVOTNTCKE ?ROSTRED.KY _ tN VtTrlO DTAGNOSTTKA
POPIS VZORKO: ZDRAVOTN|CTE PNOSfRTOKV'- IN VITRO DIAGNOS-rilKAREFEFENCE. SriRiLAa s.R.o.
JMENO ZAKAZNIKA: STIRILAB S.R.O.
WITHDRAWIN.G MADE Ayr SIER/S
ODPOVEDNOST ZA VYBER VZORKO: {JI-ERIS
RECEIVED BY LABORATORY AT O1/29/2018

DODANO DO LABORATORE. 29IO1 I2O1 S
PRODUCTIAN B!\TC|: BILL OF DEt tvERy: 20tBOO421
PRODUKCNi SRRZE: BILL OF OTIIVTRY: 201800421
STERILIZATION BAICH ; 23.1 AO1 29, dtd 01 /28/201 8
STERtLIZAc rul sAnZr: izteotza dne 213t01t2018
Bl BATCH: RA 12

EI SnRZe: RA 12
POPULATION (uf(;/strip): 2.2 * 10^6

POPULACE (cfu / strip): 2.2 * 10^6
D-value (min): 2.7

D - hodnota (min\'.2.7

ANALYSIS PARAMETERS

PARAMETRY ANALVZY
POSITI.VE CONTROLS N,: 1

POCET PC)ZITIVNiCH KONTROL: 1
Bl OLOG I CAL I N DI CATORS N.i 75

(B. lSubtilis var r) ATCC #9372

LABORATORY

POCET BTOLOGTCKYCH I rirOrxnToRrij : 1 5

BI PO SEDMI DNECH
POSITIVE CONTROL BI
POZITIVNI KONTROLA BI

Canclusions

Zdv6ry

'd6'iNi'ft'\t tfft'fliiTil e'r'r i c y K L u s

CIDPoVEDNA

)t
/+r

The certificaiion report concerns only the tested samples; the document can be partially reproduced only upon wnner approval by s rERls Asr cz s.r.o
certifikdt se tike poLrze tesiovanich vzorko; dokumeni m0ze bit kopirovdr pouze s pisemnim souhlasem srERls AST cz s.r.o.

neni m0Ze bit kopirovdr pouze s pisemnim souhlasem STERIS AST CZ s.r.o.
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STIR|LAB s"r.o. a dominigue

Textilnd 28
034 01

Dutscher company

Rulomberok

'VAT No. SK20217Z9O4g

Tel +42] 44 432 27 20 Fax +421 44 4g2 27 17www,stirilab.com, email ekonom@stiril"l."o,
|BAN..: SK 311,111 000000 102498 0028, $V1/|FT : UNCRSKBX

ffi

cusr. No. VAT CADE

cz,27159621

DATE

26.0.1.2018

TD NUMEER

201800421

CODE

BSC740

ofd€t

BSC740

order

DESCRIPTION

Fonlllty coll€ctor

l0lto 17P20046.1 1

Fenillly colloctor

ANSA 1 0 uL, pp, peol pack 20 pca,slerllo

totto 18P200,1000

ANSA 'l uL, pp, pool pack 20 pc8,Bltsrile

lotto 18P2000900

arY pot Bof

10

1 000,000

1 000,000

QUANTITV

2100

13,00

560,00

?90,00

BSV120

ordof

asvl2,t

oroer

axp 31,12.2021

oxp 31 01,?022

exp 31.0'1,2022

CUSTOMER

STIRILAB, s.r,o.

Textiln6 23

RuZombenok, t)lJ4 0'l

sH/P r0

STERIS AS'1t Oit s.r.o.

Pr(myslovd z6na Ko$lkdv 80

59501 VelkCr t3lteS Cesk6 repubtika

exp 31,01.2022

SHIPPING BY

EXW

/SSUEO AYi

Bol6kovA

TFAIVSPORT

SALE

GROSSWEIGHTKG NEfrO WBIGHT

857,42 790,20

TRANSFORT TiTART DATE

28,.01.2018

IOLUME m3

5,96

DELIVERY TERM
EXW

ANNOTATIONS

aoxES
100

PA|LLEfS
S/GiVTTURE

Any complianl must by made withtn I days altar goods reaaipl' Goods aro @.nso.ered of cu*tomer prcqerty onry atto_r ru\ paytnetlr t,ueeipr. Any disputes peween lhe are
STfRtLAt(s, r",S, 

tionotthocoutlsotstovakripubtic

fexlilne

lC


