Dokument zpracovani Eto
ETO TREATMENT DOCUMENT. ..

Provoz FACILITY VELKA BITES Dokument é. pocument N° 3281 /00

Autoklav &. 22 Datum zahdjeni  sTARTING DATE17/12/2022 Hodina zahdjeni sTARTING HOUR 05,36
Datum ukonéeni ENDING DATE  17/12/2022  Hodina ukonéeni ENDING HOUR 16,18
Spoleénost companySTIRILAB S.R.O. Metoda wmeTHoD STIRILAB 03 EQ - 15%

Popis nakladky Loap bescrIPTIONZDRAVOTNICKY MATERIAL 18 PALET
Krabice Boxes N°348

Sarze atcH 22P2004507, 22P2004509, 22P200171 1,22P2001806, 22P2002005, 22P2002107, 22P2002108, 22P2002109,
22P2002403 |

Vas dokument €. enTRANCEDOC.N° 202205875 z 13.12.2022
N&s dokument &.  peLiveryDoc. N°  4691/40

C. lahve cYLINDER N° 37414 Hruba véha cross weiGHT kg 76.0 Téra T1ARE kg 46.0 Netto vaha NeT weicHT kg 30.0
C. lahve cyLINDER N° 3168 Hrub4 vaha eross wEIGHT kg 77.2 Téra TARE kg 47.2 Netto vaha Net weiHT kg 30.0
C. lahve cYLINDER N° 6007 Hruba vaha cross weieHT kg 76.4 Téara T7aRe kg 46.4 Netto vaha NeT weieHT kg 30.0
C. lahve cYLINDER N° 6804 Hrubé vaha eross weicHT kg 76.6 Téara T1ARE kg 46.6 Netto vaha Net weieHT kg 30.0
C. lahve CYLINDER N° Hrubéa véha cross weigHT kg Téara TaRe kg Netto vadha NeT weicHT kg
C. lahve CYLINDER N° Hruba véha cross weiGHT kg Tara TaRre kg Netto vaha NeT weicHT kg
Kondicionovani HEATING
Bez ETO WITHOUTETO | imity rancE Hodnota  vaLue Limity rance Hodnota  vaLue
doba  TIME Hours hod. hours od 1:15 do 1:45 1:30 Teplota béhem TemperaTURE °C 0od 45 do 55 49
Sterilizaéni cyklus STERILIZATION CYCLE Limity ranGe Hodnota  vaLue
Tlak pfed vakuem  PRE VAGUUM PRESSURE kPa od -90 do -70 -80
Cas pied vakuem PRE vacuUM TIME min.  od 15do 45 16
Vaha smési  MIXTURE WEIGHT kg. od 117.6 do 122.4 120.0
Doba pfivadéni plynu GAS INLET TIME min. od 45 do 90 70
Teplota béhem cyklu cvcLe TEMPERATURE °C od 46 do 54 49
Relativni vihkost cycLe rm. % R.H. >50 68
Tlakovy rozdil b&hem cyklu peLTA cYCLE PRESSURE kPa od 175 do 205 205
v Koncentrace ETO bez nakladky ETo CONCENTRATION g/mc  od 497 do 517 507
Doba expozice plynem  GAs EXPOSURE TIME hod hours od 5:55 do 7:0 6:00
Tlak po vakuu posT vacuum PRESSURE - kPa od -90 do -70 -77
Cas po vakuu posT vacuuM TiME min.  od 15 do 45 25
Pocet cykll po vakuu  POST VACUUM CYCLE NUMBER minimum 4 4
Odplyiiovani tunel Limity rance Hodnota vaLue Limity RANGE Hodnota vaLue
DEGASSING IN TUNNEL
doba TIMEHOURS hod. hours 0d 0:0 do 168:0 0:00 Teplota b&hem TemPERATURE °C 0od 41 do 51 0
Externi test dozimetrem EXTERNAL DOSIMETERS TEST
Typ Tvee GIL-250 Sarze BatcH Datum splatnosti exp.paTe
Pouzité dozimetry USED DOSIMETERS  N°[y] &

Zaveér: Cyklus dle interni provérky Sterisu. Nelze pouzit na certifikat pro uvolnéni zbozi.

Podpis pracovnika / Schvaleni STERIS ]
SIGNATURE OF THE OPERATOR 4 STERIS ARBRUVAL -
Odpovédna osoba ; ¢ /
AREA OFFICER ]

Datum pate 19/12/2022
RELEASED BY QUALITY

SIGPLORI YA,

This document certifies that treatment is in compliance with technical specifications defined by the customer. This document doesn’t
certify sterilization if sterilization process validation, routine analysis and controls, quality contract drawing up haven’t been performed.
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Temperature / Time graph - Temperature during exposure time : min 47,4 / MAX 51,8 °C
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Pressure / Time graph - Pressure during exposure time : min 120 / MAX 125 kPa
1 OO G At (ot SRS ISR S IS A A SN — " —
90 =
80 T PP P e e
70 £ 1 i -
60 =
50 11/ ,_ -
40 /” nE = : S TSPV &
30 - L : . o S
© © 0 Jde} e © | © 0 ~| ~
« o ! 0 bg 0 &) ) 2 ) o
[Te} © [ «© D o = ar) < Ie)
(@] O o ! S - — — — = =
Relative humidity / Time graph - RH at the end of conditioning : 68 %, RH during exposure time : min 68 %
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== STERIS | STERIS AST CZs.r.0.
=

Registered office: Primyslova zéna Kosikov 80, 595 01 Velka Bites, Czech republic
Laboratories lab_ebstercz@steris.com - www.steris-labs.com

Komu: / To: STIRILAB S.R.O.
TEXTILNA 23 ]
03401 RUZOMBEROK SLOVENSKA REPUBLIKA

ANALYSIS CERTIFICATE #7046 - BI2577 - 12/27/2022 Page 17/ 1

CiSLO CERTIFIKATU ANALYZY7046 - BI2577 - 27/12/2022 Strana 11/ 1

Our Laboratory Refgrence Register # Bl /174 - p. 10

Evidenéni Cislo: Bl /174 - s. 10

TITLE: BIOLOGICAL INDICATORS - SPORE STRIP - BACILLUS ATROPHAEUS (B. subtilis var Niger) ATCC #9372

NAZEV: BIOLOGICKY INDIKATOR - SPORE STRIP - BACILLUS ATROPHAEUS (B. Subtilis var Niger) ATCC #9372

METHOD: ISO 11138-1

METODA: ISO 11138-1
INTERNAL PROCEDURES: LWI-LAB002

VNITRNI PROCEDURA: LWI-LAB002

REFERENCE DATA .
REFERENCNI UDAJE

SAMPLES DESCRIPTION; ZDRAVOTNICKE PROSTREDKY - IN VITRO DIAGNOSTIKA

POPIS VZORKU: ZDRAVOTNICKE PROSTREDKY - IN VITRO DIAGNOSTIKA
REFERENCE: STIRILAB S.R,0.

JMENO ZAKAZNIKA: STIRILAB S.R.O.

WITHDRAWING MADE BY: STERIS | _ .,

ODPOVEDNOST ZA VYBER VZORKU: STERIS

RECEIVED BY LABORATORY AT: 12/19/2022

DODANO DO LABORATORE: 19/12/2022

PRODUCTION BATCH: BILL OF DELIVERY: 202205875

PRODUKCNI SARZE: BILL OF DELIVERY: 202205875

STERILIZATION BATCH; 22A2212 17 dtd 12/17/2022

STERILIZACNI SARZE: 22A221217 dne 17/12/2022
Bl BATCH: B@TR 476

Bl SARZE: BATR 476

POPULATION (ufc/strip): 2.6 * 106

POPULACE (cfu / strip): 2.6 * 1076

D-value (min): 3.0

D - hodnota (min): 3.0

ANALYSIS PARAMETERS

PARAMETRY ANALYZY

POSIT|VE CONTROLS N.: 1

POCET POZITIVNICH KONTROL: 1

BIOLQGICAL INDICATORS N.: 28

POCET BIOLOGICKYCH INDIKATORU: 28

GROWTH EVIDENCE AT THE END OF INCUBATION PERIQD .
EVIDENCE RUSTU NA KONCI INKUBACNi DOBY

Bl SAMPLES AFTER 7 DAYS negqative
Bl PO SEDMI DNECH negativni
POSITIVE CONTROL BI positive
POZITIVNi KONTROLA BI pozitivni
Conclusions
Zavéry
EFFECTIVE STERILIZATION CYCLE ,
UCINNY STERILIZACNI CYKLUS
LABORATQRY RESPONSIBLE
ODPOVEDNA OSOBA

. 27-12-Un

RELEASED BY Q&Jﬁmﬂrﬁ\f
Jitka PLOCKOVA
27 12. W01

/]:bf’(f -

The certification report concerns only the tested samples; the document can be partially reproduced only upon writter approval by STERIS AST CZ s.r.0.

Certifikat se tyka pouze testovanych vzorki; dokument mise byt kopirovan pouze s pisemnym souhlasem STERIS AST CZ S.I.0.
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ADMINISTRATION

STIRILAB s.r.o0. a dominique Dutscher company

Textilna 23
034 01
Ruzomberok

VAT No. SK2021729545
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Transport Docume 202205875

CUSTOMER
EBSTER CZ s.r.0.

Pramyslova zéna Kosikov 80

595 01 Velka Bite$, CR

SHIP TO
STERIS AST CZ s.r.0.

Pramyslové zéna Kosikov 80

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 : UNCRSKBX

59501 Velka Bite§ Ceska republika

CUST. NO. VAT CODE DATE TD NUMBER ISSUED BY PAGE

CZ27159621 13.12.2022 202205875 1t02
CODE DESCRIPTION QTY per BOX My QUANTITY
BSC740 Fertility collector 40 40,000 33,00
order lotto 22P2004507 + exp 31.07.2026
BSC740 Fertility collector 40 40,000 9,00
order lotto 22P2004509 * exp 31.10.2026
BSV120 ANSA 10 uL, PP, peel pack 20 pcs,sterile 10000 1 000,000 1 300,00
order lotto 22P2001711 exp 30.11.2026
BSV1200 ANSA 10 uL, PP, peel pack 10 pcs,sterile 12000 1 000,000 240,00
order lotto 22P2001806 % exp 30.11.2026
BSV1201 ANSA 10 ul , sterile 2100 2 100,000 7,00
order lotto 22P2002005 exp 30.11.2026
BSV121 ANSA 1 uL, PP, peel pack 20 pcs,sterile 10000 1 000,000 210,00
order lotto 22P2002107 4 exp 31.10.2026
BSV121 ANSA 1 uL, PP, peel pack 20 pcs,sterile 10000 1 000,000 50,00
order lotto 22P2002108 3 exp 31.10.2026
BSV121 ANSA 1 uL, PP, peel pack 20 pcs,sterile 10000 1 000,000 940,00
order lotto 22P2002109  « exp 31.12.2026
BSVi2i ANSA 1 uL, PP, peei pack 20 pcs,steriie 10000 1 000,000 200,00
order lotto 22P2002109 v exp 30.11.2026
BSVi1211 ANSA 1 uL, PP,peel pack 1 pcs, sterile 0 2 100,000 9,00
order lotto 22P2002403 exp 30.11.2026
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034 01
Ruzomberok

VAT No. SK2021729545

STIRILAB s.r.o. a dominique Dutscher company

REGISTRATION NUMBER: 301

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

IBAN : SK 311111 000000 102498 0028, SWIFT : UNCRSKBX
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ADMINISTRATION EBSTER CZ s.r.0.

0278338

Pramyslovéa zona Kosikov 80
595 01 Velka Bites, CR

SHIP TO

STERIS AST CZ s.r.o.
Pramyslova zéna Kosikov 80

59501 Velka Bite Ceska republika

CUST. NO. VAT CODE DATE TD NUMBER ISSUED BY PAGE
CZ27159621 13.12.2022 202205875 2t02
CODE DESCRIPTION QTY per BOX mMu QUANTITY
SHIPPING BY ISSUED BY: TRANSPORT TRANSPORT START DATE
Exw Bozekova SALE 13.12.2022
DELIVERY TERM BOXES PALLETS GROSS WEIGHTKG ~ NETTO WEIGHT VOLUME m3 DRIVER'S SIGNATURE
EXW 348 18 2630,22 241357 18,51
ANNOTATIONS RECIPIENT'S SIGNATURE

Any compliant must by made within 8 days after goods receipt. Goods are considered of customer property only after full payment receipt. Any disputes between the are subject to the exclusive

Jurisdiction of the courts of Slovak republic




