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cyLtruoEn N"

cyLtruDeR No

cyLtruoeR No

cyLrnorR No

cyLtruoEn No

cvLtnoeR No

43537

7772

5122

3967

Hrubii v6ha

Hrub6 v6ha

Hruba vdha

Hrub5 v5ha

Hrub6 vdha

Hrub6 v6ha

rnnr kg 48,6

rnne kg 45,8

rnnr kg 46,2

rnne kg 46,0

rnnr kg

rnnr kg

Netto v6ha

Netto v5ha

Netto v6ha

Netto v6ha

Netto v6ha

Netto v6ha

cRoss wEtcHr kg 78,5

GRoss wElGHr kg 75,8

cRoss wEtGHr k976,2
cRoss wEtcHr kg 76,0

GRoss wrrcnr kg

cRoss welcHr kg

f Ara

TAra

T6ra

f Ara

Tdra

TAra

NEr wErcHr k929,9

NEr wEtcHr k930,0
NEr wEtcHr k930,0
NETWEIGHT k930,0

ruer wrrcHr kg

rrr wrrcHr kg
Kondicionov6ni HEATING

Bez ETO wtrHour ETo Limity RANGE

doba IME HouRS hod. r,or." od 1 :1 5 do 1 :45
Hodnota vALUE

1:30 Teplota behem
Limity RANGE

TEMPERATURe'C od 45 do 55
Hodnota

51
Sterilizadnf cyklus STERILIZATION CYCLE Limity RANGE

kPa od -90 do -70

min. od 15 do 45

kg. od 1 17,6 do 122,4

min. od 45 do g0

'C od 46 do 54

% R.H. > 50

kPa od 175 do 205

g/mc od 497 do 517

hod no,.. od 5.55 do 7:0

kPa od -90 do -70

min. od 15 do 45

minimum 4

Tlak pied vakuem pRE vACUUM eRESSURE

eas pied vakuem pRE vACUUM IME

Viiha sm6si MrxruRE wEtcHr

Doba piivadeni plynu cAS rNLEr rME

Teplota behem cyklu cyclE TEMeERATuRE

Relativni vlhkost cycLE R.H.

TlakovyT rozdll behem cyklu DELrA cycLE eRESSURE

"*((oncentrace ETO bez nakladky Ero coNcENrRAroN

Doba expozice plynem cAS ExposuRE rME

Tlak po vakuu posr vAcuuM eRESSURE

eas po vakuu posrvACUUMTIME

Pocet cyklri po vakuu posrvACUUM cycLE NUMBER

Hodnota
_70

15

119,9

60

52

71

190

507

6:00
_70

30

4
Externi test dozimetrem

Typ rvpr GIL-250

PouZite dozimetry

EXTERNAL DOSIMETERS TEST

Saze BArcH

USED DoSIMETERS NO

Datum splatnosti Exp.oArE

NA
ZAvdr: Cyklus dle interni provErky Sterisu. Nelze pouZit na certifik6t pro uvotn 6ni zbohi.

Podpis pracovnlka Schv6leni STERIS

STERIS APPROVAL

Odpov6dn6 osoba

AREA OFFICER

SIGNATURE OF THE OPENETON

This document certifies that treatment is in.compliance rvith technical specitications delined by the customer. This document doesn,t certily
sterilization iJ sterilization process validation, routine analysis and controls, quality contrict orawing up haven,t been perioireo. 
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Tunnel 9 -G Duration 25
Batch 22L80527

26-05-2018
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Relative humidity / Time graph
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Bat ch 22L80527
Autoclave 0022

26-05-201 8

Start 26-05-2018 t7 zL5
Page t/ I

F.1 time scale = 15 min

End 27 -05-2018 03:43
Operator 222

27-05-2018
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Relative humidity / Time graph - RH at the end of conditioning '.71 %, RH during exposure time : min 73 %

Temperature / Time graph - Temperature during exposure time : min 49,3 IMAX 52,2 .c

Pressure / Time graph - Pressure during exposure time : min 120 I MAx 120 kpa

Gas pre-heater min temperature during gas inlet period , SZ^a .C 000 1 _AUT_o 022 _221 80 527 .P DF

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

Registered office: Primyslovd zona Koslkov 80, 595 0l Velkd Bites, czech republic

la b_ebstercz@steris com - www. ste ris- la bs. com

LAB S.

03401 RUZOMBEROK SLOVENSKA REPUBLIKA

{rullYs/9 cERflFtCATE#2719 - Bt1O22 _ 06/04/2018
ctslo CERTIFIKATU ANALYZY2710 - Bt1 022 - O4t}6t2o't8 Strana

1/ 1

1t 1

Our Laboratory Reference Register # Bl / 97 - p. 140

Evidendni Cislo: Bl / gZ - s. 140

Tt4E: BTOLOGTCAL INDICATORS -.SPORE SIRrp - A C/LLUS ATFiO?HAEUS (8. arblitts vat Niser) A\CC gaz2
NAZEV: BloLoGlcKf lNDlKAroR -Spon.s-iniF- EA6ilLiH"AinoPHAEUs (B. subtiris var Niser)Arcc#s372
METHOD: ISO 11138-1

METODA: ISO 11138-1
t NTERN 4L P7OCEDURE S PL006

VNITRNI PROCEDURA: p1006

REFERENCE DATA

REFERETErui UDAJE
SAMPLES DESCRIPTIoN;zDRAVorNtcKE pRosrREDKy - tN vtrRo DtAGNosrtKA
PoPls vzoRKU: ZDRAVOTNICKE PRoSfnr-orV - rru vrrRo DIAGNosIKA
REF EREN CE - SI/R/LAB S.R, O,

JMENO ZAKAZNIXR: STIRILAB S R.O
WITHDRAWING MADE BY, SIER/S

ODPOVEDNOST ZA VYBER VZORKU: STERIS
RECEIVED BY LABARATORY AT- 05/28/2018

DODANO DO LABORATORE ,2810512018
PRODUCTION BITCfl: BILL OF DEL|VERY 201802463
PRODUXEUI SNRZE: BILL OF_DELIVERY. 201802463
STERILIZAT1ON BATCH 22180527 dtd 05/27/2018

sTERtLtznerui snnzr: 22180527 dne 27 t05t2018
BI BATCH, BATR 446

BI SARZE: BATR 446
POPULATION (ufc/strip) 2 4 " 1 0^6

POPULACE (cfu / strip). 2.4 * 10^6
D-value (min): 3.2

D - hodnota (min): 3.2

A/VALYS/S PARAMETERS

PARAMETRY ANALYZY
POSTTJVE CONTROLS N 7

POCET POZITIVNICH KONTROL: 1
BIOLOGICAL INDICATORS N : 1 8

POCET BIOLOGICKYCH INDIKATORU: 18
eaowtu ewoeu
EVIDENCE RUSTU NA KoNCI INKUBACNI noRY

BI PO SEDI\i1I DNECHPasrNEcaNTRaLBt negativni
p-o2lrrVi.ri'xor'rrnore sr i'iIif,,,
Conclusions

ZAv6ry
Ef F_EC T I VE STER t Lt ZAT t O N CY C LE
UCIN NY STERI LIZAENI CYKLUS

L A B O R ATO RY RESPOI\/S/ALE

ODPOVEDNA OSOBA

The certification report concerns only the tested samples; the document can be partially reproduced only upon writter approval by STERIs AST cZ s.r.o.
certifik5t se tVkd pouze testovanlTch vzorki; dokument mi2e bft kopirovdn pouze s pisemnym souhlasem sTERls AST CZ s.r.o.
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