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Dokument zpracovani Eto
ETO TREATMENT DOCUMENT

Dokument ¢. pocumeNT N°

STARTING DATE 28/04/2018

ENDING DATE  29/04/2018  Hodina ukonéeni ENDING

138

Hodina zahajeni  STARTIN

7 100
GHOUR 17,49
04,18

Provoz
Autoklav &.

FACILITY VELKA BITES
22

Datum zahajeni

Datum ukonéeni HOUR

Spoleénost company STIRILAB S.R.O.

Popis nakladky LoAD pescrIPTIONZDRAVOTNICKY MATERIAL

Metoda wetHop STIRILAB 03 EQ - 15
10 PALET

%

Krabice Boxes N°200

Sarze maTcH 18P2005406, 18P2013901, 18P2006902, 18P2017400, 18P2019500, 18P2001101, 18P2015201

Vas$ dokument &. 201801976 26.4.2018
Nas§ dokument &. 1665/40

C. lahve

ENTRANCE DOC. N°
DELIVERY DOC. N©

z

cyunoer N° 5156 Hruba vaha Gross wWeiGHT kg 76,6 Téra TAre kg 46,6 Netto vaha ~etweieHT kg 30,0
C. lahve cYLINDER N° 136392 Hruba vaha cross weiGHT kg 77,5 Tara TARe kg 47,4 Netto vaha NeTweicHT kg 30,1
¢ lahve cyLinper N° 47629 Hrubé vaha cross weicHT kg 76,9 Tara TARE kg 46,9 Netto véha nevweienT kg 30,0
Ci lahve cyunper N° 5255 Hrubé vaha cross weiehT kg 75,7 Tara T7ARe kg 45,7 Netto vaha nevweiehT kg30,0
C. lahve | CYLINDER N° Hruba vaha GRrRoss WEIGHT kg Tara TARE kg Netto vaha NETWEIGHT kg
¢ lahve CYLINDER N° Hruba vaha cross weiGHT kg Tara 7ARe kg Netto vaha NeTwelcHT kg
Kondicionovani HEATING
Bez ETO WITHOUTETO | jmity RANGE Hodnota  vaLue Limity Rrange | Hodnota  vaLue
doba TmMEHOURs hod. hours od 1:15 do 1:45 1:30 Teplota b&hem temperaTure °C od 45 do 55 49
Sterilizaéni cyklus STERILIZATION CYCLE Limity RANGE Hodnota  vaLue
" Tlak pied vakuem  PRE VACUUM PRESSURE kPa od -90 do -70 -70
" Cas pred vakuem PREVACUUM TIME min.  od 15 do 45 15
- VAha smési  MIXTURE WEIGHT kg. od 117,6 do 122.4 120,1
" Doba plivad&ni plynu  GAS INLET TiME min. od 45 do 80 30
" Teplota béhem cyklu cycLE TEMPERATURE % od 46 do 54 51
~ Relativni vihkost cvoLe RH. % R.H. >50 74
~ Tlakovy rozdil b&hem cyklu peLTA CYCLE PRESSURE kPa od 175 do 205 190
£ Koncentrace ETO bez nakladky ETO CONCENTRATION g/mc  od 497 do §17 507
...Doba expozice plynem  cas EXPOSURE TIME hod hours 0d 5:55 do 7:0 6:00
= Tlak po vakuu posT vACUUM PRESSURE kPa od -90 do -70 30
Cas po vakuu postvacuuM TIME min.  od 15 do 45 30
- Pocet cyklli po vakuu  POST VACUUM GYCLE NUMBER minimum 4 %
Externi test dozimetrem EXTERNAL DOSIMETERS TEST
Typ 7vyee GIL-250 Sarze BatcH Datum splatnosti exe.paTe
Pouzité dozimetry USED DOSIMETERS ~ N°
Zavér: Cyklus dle interni provérkyvﬁﬁrisum Nelze pouzit na certifikft,pro uvolnéni zbozi.
* 4,
Podpis pracovnika QT//{—/(--"‘{/’/ /L: Schvaleni STERIS
SIGNATURE OF THE OPERATOR \/ ) STERIS APPROVAL “_W_,,_K«M”’f“:"m“mw
j i o
Odpovédna osoba T eyt T
AREA OFFICER -~
Datum patg  30/04/2018

fjtwis document certifies that treatment is in compliance with technical specifications defined by the customer. This dof
 sterilization if sterilization process validation, routine analysis and controls, quality contract drawing up haven't b

ument doesn't certify
een performed.
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Batch 22180429 Start 28-04-2018 17:49 End 29-04-2018 04:18
Autoclave 0022 Page 1/1 Operator 222
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Pressure / Time graph - Pressure during exposure time : min 120 / MAX 120 kPa
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Relative humidity / Time graph - RH at the end of conditioning : 74 %, RH during exposure time : min 77 %
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Gas pre-heater min temperature during gas inlet period : 52,7 °C 0001_AUT_002
STERIS treatment verification is based on reading of parameters from graphs lines
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CUSTOMER
EBSTER CZ s.r.0.

U.S. FOOD & DRUG
ADMINISTRATION

HRETOTEATION HUMBER: L0755

Pramyslova zéna Kogikov 80

STIRILAB s.r.0. adominique Dutscher company 595 01 Velké Bites, CR

Textilna 23

034 01

Ruzomberok

VAT No. SK2021729545

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

SHIP TO
STERIS AST CZ s.r.0.

Pramyslova zéna Kodiikov 80

59501 Velka Bited Ceskd republika

IBAN : SK 311111 000000 102498 0028, SWIFT : UNCRSKBX 4
CUST. NO. VAT CODE DATE TD NUMBER ISSUED BY PAGE
CZ27159621 26.04.2018 201801976 1102

GODE DESCRIPTION QTY per BOX My QUANTITY
B_Sp'MG Fertllity collector 40 40,000 23,00

arder lotto 18P2005406 oxp 30.04,2022

BSY120 ANSA 10 ul, PP, peel pack 20 pes,sterile 10000 1 000,000 750,00

drder lotto 18P2013901 exp 30.04,2022

gsév1 201 ANSA 10 ul, sterlle (] 2 100,000 7,00

ofder fotto 18P2006902 oxp 30.04,2022

BSV421 ANSA 1 uL, PP, peel pack 20 pes,sterile 10000 1,000,000 560,00

sérder lollo 18P2017400 exp 30,04,2022 -
BSV121 ANSA 1 uL, PP, peel pack 20 pos,sterile 10000 1.000,000 200,00 i
order lotto 18P2017400 exp 30.04.2022

TTBSVA210 Anse single-use, volume 1 ul 0 1 000,000 84,007

order lotto 18P2019500 oxp 30.04.2022

V1211 ANSA 1 uL, PP,pesl pack 1 pes, sterile o 2 100,000 700" "
Shder Jotto 18P2001101 oxp 30.04.2022
.E§V12155 ANSA 1 uL, PP,peel pack 5 pes, sterlie (] 1 000,000 20;00...c.....
Wter lolto 18P2015201 exp 30.04.2022 ‘
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ADMIHISTRATION EBSTER CZ s.r.0.

SROIETH AT HHUER FHFI6530

Pramyslova zéna Koéikov 80

STIRILAB s.r.o. adominiquie Dutscher company 505 01 Velka Bltes. CR

Textilna 23
034 01 SHIP TO

Ruzomberok STERIS AST CZ s.r.0.
VAT No. SK2021729545

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

Primyslova zéna Kosikov 80

59501 Velka Bite§ Ceska republika

CUST. NO. VAT CODE DATE TD NUMBER ISSUED BY PAGE T
CZ27159621 26,04.2018 201801976 2t02
GODE DESCRIPTION QTY per BOX R "17] QUANTITY
gty
SJ4
P4

" SHIPPING BY ISSUED BY: TRANSPORT TRANSPORT START DATE

EXW BoZekova SALE 26.04.2018

: DELIVERY TERM BOXES PALLETS GROSS WEIGHT KG ~ NETTO WEIGHT VOLUME m3 DRIVER'S SIGNATURIE

Exw 200 10 1584,34 1 456,52 11,08 o

o] R
ANNOTATIONS RECIPIENT'S SIGNATURE

Any compliant must by made within 8 days after goods recelpt. Goods are considered of customer properly only after full payment recelpt. Any disputes between the are subject fo the exclusive
Jurisdiction of the courts of Slovak republic
STHRILAY

fesetiind 238, 0
160;
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Registered office: Primyslova zéna Kosikav 80, 595 01 Velka Bites, Czech republic
lab_ebstercz@steris.com - www.steris-labs.corn

Laboratories

Komu: /Ta STIRILAB S.R.0.
TEXTILNA 23 .
03401 RUZOMBEROK SLOVENSKA REPUBLIKA

ANALYSIS CERTIFICATE #2097 - BIB07 - OBR1/2016

Page

CISLO CERTIFIKATU ANALYZY2097 - BI807 - 07/05/2018 Strana 1/
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Our Laboratory Refgrence Register # 81 /96 - p. 85

Evidenéni Cislo: Bl / 96 - s. 85

TITLE:BIJLOGICAL 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: SO 11138-1
METODA: ISO 11138-1
INTERNAL PROCEDURES; PLUOS

VNITRNI PROCEDURA: PL006

REFERENGE DATA .
REFERENCNI UDAJE

SAMPLES 1}ESC‘RIPTION|.; ZDRAVOTNICKE F{?OSTREZ%{( Y - IN VITRO DIAGNOSTIKA .
POPIS VZORKU: ZDRAVOTNICKE PROSTREDKY - IN VITRO DIAGNOSTIKA
REFERENCE: BIRILAB SR O,

JMENO ZAKAZNIKA: STIRILAB S.R.O.

WITHDRAWII\LG MADE BY: STERIS ; S o

ODPOVEDNOST ZA VYBER VZORKU: STERIS

RECEIVED BY LABORATORY AT: 04/90/2018

DODANO DO LABORATORE: 30/04/2018

PRODUCTION BATCI;I.' BILI. OF DELIVERY: 201801976

PRODUKCNI SARZE: BILL OF DELIVERY: 201801976

STERILIZATION BATCH: 22180429 dtd 04/29/2018

STERILIZACNI SARZE: 22180429 dne 29/04/2018

Bl BATCH: BATR 446

Bl SARZE: BATR 446

POPULATION (ufc/strip): 2.4 * 106

POPULACE (cfu / strip): 2.4 * 106

D-value (min): 3.2

D - hodnota (min): 3.2

ANALYSIS PARAMETERS

PARAMETRY ANALYZY

POSITIVE CONTROLS N.: 1

POCET POZITIVNICH KONTROL: 1

BIOLOGICAL INDICATORS N.: 19

POCET BIOLOGICKYCH INDIKATORU: 19

GROWTH EVIDENCE AT THE END OF INCUBATION PERIGD
EVIDENCE RUSTU NA KONCI INKUBACNI DOBY

8l SAMPLES AFTER 7 DAYR ™ negalive

Bl PO SEDMI DNECH negativnf
POSITIVE CONTROL Bl positive
POZITIVNI KONTROLA Bl pozitivni
C_)ogclusions

Zavéry

EFFECTIVE STERILIZATION CYCLE
UCINNY STERILIZACNI CYKLUS _ | L
LABORATORY RESPONS

QDPOVEDN, 080BA /|
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The cartificalion report concemns 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 vzorkt; dokumenl mize byt kopirovén pouze s plsemnym souhlasem STERIS AST CZ s.r.0,
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