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Zavér: Cyklus dle interni provérky Sterisu. Nelze pouZit na certifikat pro uvolnéni zboxi.

Braves FACILITY . VELKA BITES Dokument &. pocument N° 1133| /00
Autoklav &, 22 Datum zahajeni  giarTinG pate07/04/2018  Hodina zahajeni  STARTING HOUR 05,36
Datum ukonteni  enoing oate  07/04/2018  Hodina ukongeni enoncHour 16,18
Spolednost comeany STIRILAR S.R.O. Wetoda wmetHon STIRILAB 03 EQ - 15%
-Popis nakladky Loa0 pescrirTion ZDRAVOTNICKY MATERIAL 10 PALET
Krabice poxes N°200
Sarze saven 18P2005405, 18P2005408, 18P2013900, 18P2013900, 18P2013801, 18P2013800
Vas dokument & entrancepoc N® 201801590 ze 6.4.2018
Na$ dokument & peuverynoe N° 1245/40
C. tahve cvumper N* 6786 Hruba vaha oross wimant kg75.8 Tara 1ase kg 45,9 Netto vaha nerweaut kg29,9
C. ldhve cvunper N* 217 Hrubé vaha eross kg 74.5 Téara  1tAaRe kg 44,5 Netto vaha ner weest kg30,0
C. lahve cvinoer N 1265 Hrubé vaha oross weicHr kg 76,7 Tara  tare kg 46,7 Netto vaha nevweichr kg30,0
C. lahve cvuncer N 48304 Hrubd vaha oross weiskr kg 78,3 Tara vare kg 48,3 Netto vaha nev weshy Kg3a0,0
C. lahve SYUNDER N® Hruba vaha cross weiont kg Tara  1are kg Netto vaha NeTweiGHT kg
C. lahve cyunnEr NY Hruba vaha cross weisht kg Tara  tane kg Netto vaha ner wecr kg
{(ondicionovéni HEATING
Bez ETO WITHOUTETO | imity rance Hodnota  vaLug Limity rance Hodnota  vaLue
doba  mmenours hod. nouwrs od 1:15 do 1:45 1:30 Teplota béhem remeerature “C od 45 do 55 1
Sterilizaéni cyklus STERILIZATION CYGLE Limity rance Hodnpta  vaLug
Tlak pfed vakuem  pRE VACUUM PRESSURE kPa od -90 do -70 -70
- Cas pfed vakuem  pre vacuum Time min, od 15 do 45 15
Vaha smeési  MXTURE WEIGHT kg. od 17,6 do 1224 119.9
Doba pfivadéni plynu GAS INLET TIME min. od 45 do 90 60
~ Teplota b&hem cyklu cyeLe TemperATURE *C od 48 do 54 51
Relativni vihkost cveee e, % RH. » 50 72
Tlakovy rozdil béhem cyklu pecra cveLe pressure kPa od 175 do 205 190
~ Koncentrace ETO bez nakladky ETo concenTraTiON ghme  od 497 do 517 507
‘ Doba expozice plynem  Gas sXPOSURE TIME hod nours 0d 5:55 do 7:0 £:00
- Tlak po vakuu post vacuum PRESSURE kPa od -90 do -70 -8(
Cas po vakuu post vacuum Tive min,  od 15 do 45 30
. Pocet cyklli po vakuu  POST VACUUM CYGLE NUMBER minimum 4 4
Externi test dozimetrem EXTERNAL DOSIMETERS TEST
Typ  rvree Gil-250 Sarfe Bateu Datum splatnosti exe.oate
Pouzité dozimetry USED DOSIMETERS N?

Podpis pracovnika
SIGNATURE OF THE OPERATOR 7
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Registerad office: Priimysiova zéna Kogikov 80, 585 01 Velka Bites, Czach republic
Laboratorie & lab_ebstercz@steris.com - www sterisJabs.com

Komu / To ST!RILAS S.R.O.
TEXTILNA 23 )
03401 RUZOMBEROK SLOVENSKA REPUBLIKA

AMALYSIS CERTIFICATE #1687 - 81614 - OArIG S Page 1/
CISLO CERTIFIKATU ANALYZY 1687 - BI614 - 16/04/2018 Strana 11
Qur Laboratory Reference Register # 81795 p &7
Evidenéni Cislo: BI /95 -s. 52
TITLE. BIOLOGICAL INDICATORS 4 SPORE STRIP » BACILLUS ATROPHAEUS (B subliis var Niggert ATCC #9372
NAZEV: BIOLOGICKY INDIKATOR - SPORE STRIP - BACILLUS ATROPHAEUS (B. Subtilis var Niger) ATCC #9372
METHQD: 180 111581
METODA: ISO 11138-1
INTERNAL FROCEDURES: PLODE
VNITRNI PROCEDURA: PLO0S
REFERENCE DATH | |
REFERENCNI UDAJE
SAMPLES DESCRIPTION ZDRAVOTNICKE PROSTHREDKY - IN VITRG DIA GNGETIRA
POPIS VZORKU: ZDRAVOTNICKE PROSTREDKY - IN VITRO DIAGNOSTIKA
REFERENCE STIRILAB S RO
JMENO ZAKAZNIKA: STIRILAB SR.O.
WITHRRAWING MADE BY: BTERIS . .
ODPOVEDNOST ZA VYBER VZORKLU: STERIS
RECEIVE(I BY LABORATORY AT: 04092018
DODANO DO LABORATORE: 00/04/2018
FROGUCTION BATCH. BitL. OF DELIVERY 211804580
PRODUKCNI SARZE: BILL OF DELIVERY: 201801590
STERILIZATION BATCH: 2247 80407 cltd 0370712018
STERILIZACNI SARZE: 22A180407 dne 07/04/2018
BIBATCH. BATR 446
Bl SARZE: BATR 446
POPULATION [uftrstrip) 2.4 * 1068
POPULACE (cfu / strip): 2.4 * 10%6
D-value fun): 3.2
D - hodnota (min): 3.2
ANALYSIS PARAME TERS .
PARAMETRY ANALYZY
POSITIVE CONTROLSN. 2
POCET POZITIVNICH KONTROL: 2
BIOLGGICAL INDICATORS M. 19 .,
POCET BIOLOGICKYCH INDIKATORU: 19
GROWTH EVIDENCE AT THE END OF INCURATION r’t‘?/w”zp .
EVIDENCE RUSTU NA KONCI INKUBACNI DOBY
B SAMPLES AFTER 7 DAYS negative
Bl PO SEDMI DNECH negativni
POSITIVE CONTROL 81 FOSitve
POZITIVNI KONTROLA BI pozitivni
Lonclusions
Zavéry
EFEECTIVE STERIIZATION CYOLE -
UCINNY STERILIZACNI CYKLUS
LABORATQRY REBPONSISLE
) ODPOVEDNA OSOBA
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STERIS

Batch 222180407 Start 07-04-2018 05:38 End 07-04-2018 16:18
Autoclave 0022 Page 1,1 Operator 222
07-04-2018 =i time scale = 15 min 07-04-2018
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Temperature / Time graph - Temperature during exposure time ; min 49.4 / MAX 50.5 *C
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Relative humidity / Time graph - RH at the end of conditioning 1 72 %, RH during exposure time : min 77 %
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Gas pre-heater min temperature during gas infet period ; 49,8 °C
STERIS treatment verification is based on reading of parameters from graphs line
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Pramyslova zéna Kosikov 80
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Textilna 23
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Ruzomberok STERIS AST CZ s.10,
VAT No. SK2021729545

Tel +421 44 432 27 20 Fax +421 44 432 27 17
www.stirilab.com, email ekonom@stirilab.com

IBAN : 8K 311111 000000 102498 0028, SWIFT ' UNCRSKEX
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CODE DESCRIPTION QTY per BOX My QUANTITY
B88C740 Fertility collector 40 40,000 10,00
ardar fotto 18P200S408 oxp 31.08.2022
BSCT40 Fartility coltector 40 40,000 3,00
arder lotio 18PZ005406 exp 30,04.2022
H8VIZ0 ANSA 10 ul, PP, peel pack 20 pes,steriie 10000 1 000,000 560,00
ofdar Wolto 18P2013800 axp 31.03.2022
B8V120 ANSA 10 ul, PP, peel pack 20 frs, sterilo 10000 ‘1 000,000 200,00
arder lote 18P2013800 oxp 01.03.2022 ’
BSV1I20 ANSA 10 ul., PP, pael pack 20 pes,starile 10000 1 000,000 450,00
order Istio 18P2013901 exp 30.04.2022
BRVIZY ANSA 1 uL, PP, peel pack 20 pes,sterile 10000 1 400,000 720,00
2022

arder totte 18P2U1 3800 anp 31.008.7

‘SHIPPING BY ISSUED BY: TRANSPORT TRANSPORT STARY DATE

EXw Bozekova SALE 08.04.2018

' g

™,
DELIVERY TERM BOXES PALLETS GROSS WEIGHTKG  NETTO WEIGHT VOLUME m3 DRIVER'S SIGNA TLIRé
EXW 200 10 1804,26 1 670,55 11,89 ./
ANNOTATIONS

RECIPIENT'S SIGNATURE

Any somplisnt must by made within 8 days after goods receipt. Goods ary considered of pustomer moperty only sfter fulf payrent receipt, Any disputes butween the are subfect (o the exclusive
furisdiction of W courts of Slovak repulslic
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