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Dokument zpracovani Eto

ETE TREATMENT DOCUMENT
Pravoz FaciLiTy  VELKA BITES Dokument &. pocuvent N* 3541 /o0
Autokldv & 29 Datum zahdjeni  sTartnG 0ate07/11/2020  Hodina zahdjeni  srastma mour 1 7.15
Datum ukenéeni enomcoate 08/11/2020  Hodina ukonZeni enomcrour 04 00
Spoleénost cowmpanySTIRILAB 5.R.0. Metoda wetvoo STIRILAB 023 EQ - 15%

Popis naklddky Loan pescrrTionZDRAVOTHICKY MATERIAL 18 PALET
Krabice BoxEs N® 360

Sarke sarcH 20P2001807, 20P2007807, 20P2007904, 20P2026500, 20P2026400, 20P2027100

Vaé dokument & entrawce poc N® 202005495 - 05,11.2020
Nai dokument &.  oeuvervooc N®  4214/40

C. lahve crumper N* 5049 Hruba vaha crossweeHT kg 77,4 Tara Tare kg 47,4 Mefto vaha merweent kg 30,0
C.ldhve  cvuncerN* 7159 Hrubd viha crosswee-T kg 78,1 Tara Tame kg 48,1 Netto vaha wer wesHr kg 30,0
C.ldhve  cvunoer N° 168 Hrubd vaha crosswesHt kg 77,7 - Tara 7are kg 47,7 Metio vaha wet wews kg 30,0
C.lahve  cvumoer N° 6721 Hrubé véha srossweienTkg 75,9 ~ Téra tane kg 45,9 Netto vaha net weast kg 30,0
C.ldhve  cvumoer N° Hrubé vaha cross weisHt kg Tara T1ase kg Metto vaha net weiont kg
C.lahve  cvumpoer W* Hruba vaha cross weseHT kg Tara vase kg Netto vaha ner weiant kg
Kendicionovani HEATING
e WITHOUT ETO Limity manoe Hodnota  vaLue Limity mance Hodnota  vaiue
doba Tmenourshod. mews od 1:15 do 1:45 1:30 Teplota b&hem temeerature °C od 45 do 55 49
Sterilizagni eyklus STERILIZATION CYCLE Limity mance Hodnota  vaLue
Tlak pfed vakuem PrE vacuum PRESSURE kPa od -80 do -70 80
Cas pfed vakuem PrE vAcuuM TiME min.  od 15 do 45 18
Véha smési  MDITURE WEIGHT kg. od 117,6do 1224 120.0
Doba pfivadéni plynu  cas mieT Tike min. od 45 do 90 70
Teplota b&hem cyklu cyvcue TemperaTurRE " od 46 do 54 50
Relativni vihkost ¢reiean, % R.H. >50 73
Tlakowy rozdil béhem cyklu pecta cvers PrEssuRE kPa od 175 do 205 205
¢ Honcentrace ETO bez nakladky €70 concenTRATION : gimc  od 487 do 517 s07
Doba expozice plynem  cas EXPOSURE TME hod news od 5:55 do 7:0 6:00
Tlak po vakuu post vacuum srEssuRE kPa od -80 do -70 -75
Cas po vakuu PosT vACuUM TME min.  od 15do 45 28
Pofet cykll po vakuu  POST VACUUM CYCLE NUMBER minimurm 4 4
Extarn{ test dozimetrem EXTERNAL DOSIMETERS TEST
Typ vvee GIL-250 Saerfe sarcu Datum splatnosti Exp.oare
Poudité dozimetry usenposmeTers  N° A

Zaviér: Cyklus die interni provérky jtnl:.u. Halze pouli na unlﬁuttpm uvelnéni zboii.
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STERIS APPROVAL o "_,-

AREA OFFICER £

i\Datum pate  09/11/2020

RELEA=DD BY QUALITY
Fiiip Csontos 1711, 2000

feoof

This document certifies that treatment is in compliance with technical specifications defined by the customer. This document dossn't
certify sterilization if sterilization process validation, routine analysis and controls, quality contract drawing up haven't been !r;prf.;_n medd




Notes. *Teoreticka hodnota s prazdnou autokldvou  *Theoretical value with empty autoclave
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STERILIZATION AND LABORATORY FACILITIES

Primyslové z6na Kosikov B0 - 595 01 Velk4 Bites - Ceska republika
Prod. tel. +420 566 531 046, Lab. tel. +420 566 531 341, Fax: +420 566 531 047
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Priemyselny park 6020/5 - 071 01 Michalovce - Slovensko

Prod. tel. +421 566 B81 505, Fax: +421 566 881 506

www.sterist-ast.com
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Applied Sterilization Technologies

Tunnel 9-6 Duration 24 Track 30
Batch 22201108 Page 171
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Relative humidity / Time graph

1 Tlima scale = 30 min
PRE_%-G _30_(024_ 22201108 POF
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Applied Sterilization Technologies

Batch 22201108 Start 07-11-2020 17:15 End 08-11-2020 04:00

Autoclave 0022 . Page 1/1 Operator 222
07-11-2020 b= lima scale = 15 min 08-11-2020
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Temperature / Time graph - Temperature during exposure time : min 48,9 [ MAX 498 °C
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Pressure / Time graph - Pressure during expasure time  min 118/ MAX 124 kPa
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Relative humidity { Time graph - RH at the end of conditioning : 73 %, RH during exposure time : min 78 %
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Gas pre-heater min lemperature during gas inlet period : 484 °C AUT_0022 22201108 POF
STERIS treatment verification is based on reading of parameters from graphs lines
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ST FRI S 1 STERIS AST CZ s.r.0.
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Ragistered office: Primysiova zdna Kodikov B0, 585 01 elka Bited. Czech rapublic
Labgratg ries tah_ebslerce@isteris com - www sians-kabs com

Komii 7 Ta  STIRILAB S.R.O.
TEXTILNA 23
03401 RUZOMBEROK SLOVENSKA REPUBLIKA

Y&I5 CERTIEICATE #7173 - BHE23 - ”-"FW [ i F
CISLO CERTIFIKATU ANALYZYT173 - BI1933 - 16/11/2020 Sywna 4

Cur Laborafary Fie Fagister #.817137 - p. 68
Evidenéni Cislo: Bl / 137 - s, 66

. BICLOGICAL INDICATORS - SPORE - BACILLUS ATROPHAELIS (H. subeits var Niger] ATCC BRST

EV: EIOLOGICKY IHDI TOR - SPORE STRIP - HAGILLUB ATROFHAEUS {B. Subtilis var Niger) ATCC #9372

METHOE: 150 11381
METODA: IS0 11133-

INTERNAL PROCEDURES: LW-LA
VNITRNI PRDCEDURA Lwi-LABOO2

REFERENCE DA .

RE FEHEHB Ni UDAJE

SAMPLES DESCRIPTION, ZDRAVOTMICKE PROS V- W VITARD RAGNOET

POPIS VZORKLU: ZDRAVOTNICK PRDSTREDK‘( IN VITRO DIAGNOSTIKA
REFERENCE STIRILAB 58,0
JMENO ZAKAZNIKA: STIRILAB S.R.O.
W THORA MADE BY: STERIS
DDPGWEDNGST ZAVYBER VZORKLU: STERIS
BY LABDRATORY AT 1

DODANO DO LABORATORE: 09/11/2020

PRODUCTION TCH.' - DELIVER Y 202005405

PRODUK E BILL OF DELIVERY:202005495

STERD'JIATI‘DNN DH g 11082020

STERILIZACNI Fh E: 22201108 dne 08/11/2020

BI BATCH: BATR 487
Bl SARZE: BATR 4'3?

FOPLILATION fufofinpl: 2 5 =

POPULACE [cfu ! atnp} 2.5 " 108
Divicap (mibml: 39

[ - hodnota {min): 3.1
ANALYSIS PARAMETERS

mmuemv ANAL*‘rzv
PO-EET PDZITNNICH KONTROL: 1

ﬂlﬂn%ﬂmm

ET BIDLDGICKYCH INDIKATORU: 28

GROWTH EVIDENGE AT THE EWD OF INGUBAT)
EVIDENCE RUSTU NA KONCI INKE_JJEENI ooBy

Bl SAMPLES AFTER 7 DAYS neasiha

Bl PO SEDMI DNECH negativni
POSITIVE CONTROL Bi oosive
POZITIVNI KONTROLA BI pozitivni
Concliztng

Zavéry

EFFECTIVE STERILIZA

UCINNY STEmLEﬁUéENI CYKLUS
LABORAT NSIBLE
ODPDv%N OSOBA
Wi A

i‘“anﬁ hﬁﬂi‘?a?ﬂ t? 1. ?H?ﬂ
y

Thir ceriicabion repor conganms only the Msbed samples the dotument can te parbaily rearaduced ony upan wother aggioval By STERIS AST CZsra
Canfhit sa tjvd pouse bestovamych veneki dokumant mide bit mapinowsa Gouse 8 plaemrym scuhmsen STERIS AST O 8.0
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£ A ’0\ U.S. FOOD & DRUG
ST K ADMINISTRATION

BESATALTION HLMAFR: 104027 1509

STIRILAB s.r.o. @ dominigue Dutscher company

Textilnd 23
034 01
RuZzomberok

VAT No. 8K2021729545

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

IBAN : SK 311111 000000 102498 0028, SWIET - UNCRSKBX

rransport bocaman. | INIMMMRIMINIEA

202005495

CUSTOMER
STIRILAB s.r.0.

Textilng 23
034 01 RuZomberok, Slovenska republiks

BHIP TO
STERIS ASTCZ s.r.o.

Pramyslovd zéna Ko&ikov 80

58501 Velké Bites Ceska republika

CUET, MO VAT CODE o4TE TD MUMBER ISSUED Y PABE
CZ27158621 05 11.2020 202005495 qfad
CODE DESCRIPTION QTY par BOX My QUANTITY
BECT4D Fertllity collector 4o 40,000 50,00
erdear Ioils 20PZ001807 axp 30,08 2024
BSvi20 ANSA 10 uL, PP, pesl pack 20 poa,sterls 10000 1 000,000 2 210,00
orgar _ lolta 20P20288500 axp 31.10.2024
BE\M1201 ANSA 10 ul , starile 2100 2 100,000 10,00
ardar lalie 20P2007ROT axp 37, 10.2024
BEV1208 Anse jednordzave, 10ul 4000 1 040,000 20,00
arder letio 20F20075904 exp 31.10.2024
Bsv121 ANSA 1 uL, PP, peel pack 20 pes,sterdle h 10000 1 000,000 140,00
ordar lotla 20PZ028405 exg 30.08.2024
BEV1Z1 ANSA 1uL, PP, peel pack 20 pcs,aterle 10000 1 000,000 800,00
ardar ledba 20P2027100 axp 30.11.2024
677 22
SHIFFING BY ISSUED BY: TRAMSPORT TRANSPORT START DATE
Exw Bpirkavd SELE D5.11,2020
1

DELIVERY TERM BOXES PALLETS GROSS WEIGHT KG  NETTO WEIGHT VOLUME m3 DRIVER'S SIGNATURE

EXW 380 *a 305384 2 804,98 20,85

ANNOTATIONS

Ay comphiant st by made within & 0dys afler gonde reoaint. Seode sce cansidensd of cusfomar areaery oy after il Faymant recsipl. Any dSputes befvesn the ara subyact fo the gusiusive

Minsdoilan of the courts of Siavak rapublic



