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Datum ukonéeni EnpINGDATE 06/12/2020  Hodina ukonéeni ENDING HOUR 04,01

Spolecnost companySTIRILAB S.R.O. Metoda wmeTHoD STIRILAB 03 EQ - 15%

Popis nakladky Loap bescriPTioNZDRAVOTNICKY MATERIAL 18 PALET

Krabice Boxes N°360

Sarze BaTcH 20P2001807, 20P2001808, 20P2027000, 20P2027001, 20P2008006, 20P2027100

Vas dokument é. ENTRANCEDOC.N® 202006059 z 03.12.2020
Nas$ dokument &.  pELIVERY DOC. N°  4524/40

C. lahve cYLINDER N° 7720 Hrub4 vaha cross weigHT kg 77,5 Téra T1ARE kg 47,5 Netto vaha NeT weieHT kg 30,0
C. lahve CYLINDER N° 42565 Hruba vaha cross weiGHT kg 76,4 Téara T7ARe kg 46,4 Netto vaha net weieHT kg 30,0
C. lahve CYLINDER N° 8462 Hruba vaha cross weigHT kg 77,0 Téra T1ARE kg 47,0 Netto vaha NeT weigHT kg 30,0
C. lahve cyunDer N° 9364 Hruba vaha cross weigHT kg 77,7 Tara T1ARE kg 47,7 Netto vaha net weieHT kg 30,0
C. lahve CYLINDER N° Hruba vaha cross weiGHT kg Tara T1ARE kg Netto vaha NET wEiGHT kg
C. lahve CYLINDER N° Hrubé vaha cross weiGHT kg Téra TARE kg Netto vaha NET WEIGHT kg
Kondicionovani HEATING
Bez ETO WITHOUTETO | imity RANGE Hodnota  vaLue Limity ranee Hodnota  vaLue
doba TIMEHOURs hod. hours od 1:15 do 1:45 1:30 Teplota béhem TemperaTurE °C 0d 45 do 55 50
Sterilizaéni cyklus STERILIZATION CYCLE Limity RANGE Hodnota VALUE
Tlak pfed vakuem PRE VACUUM PRESSURE kPa od -90 do -70 -80
Cas pfed vakuem PRE VACUUM TIME min.  od 15 do 45 18
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 cycLE TEMPERATURE °C od 46 do 54 50
Relativni vlhkost cycLE rH. % R.H. >50 76
Tlakovy rozdil béhem cyklu peLTA cYCLE PRESSURE kPa od 175 do 205 205
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 -76
Cas po vakuu POST VACUUM TIME min.  od 15 do 45 28
Pocet cykll po vakuu  POST VACUUM CYCLE NUMBER minimum 4 4
Externi test dozimetrem EXTERNAL DOSIMETERS TEST
Typ Tvee GIL-250 Sarze BATCH Datum splatnosti Exp.paTE
Pouzité dozimetry USED DOSIMETERS N NA

Zavér: Cyklus dle interni provérky S/qrisu. Nelze pouzit na certifikat pr} uvolnéni zbozi.
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Batch 22201206 Start 05-12-2020 17:15 End 06-12-2020 04:01
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Temperature / Time graph - Temperature during exposure time : min 49,0 / MAX 50,0 °C
200 - e
160 =+ = z == o —— g e
50 - : = mhe e g : )
4. = B
kPa 50 B
0 : z AT -
- )
- h S AW A |
50 % / : : FHAR R
T — . -
-100 —= B -
0 0| © 0| 0| 0| 0| To o) 1 1
AR Wz . Ll b &y AT I = T e
N~ «© o o - N o =3 = oN )
b - - &~ o ™~ ™~ © o o (o]
Pressure / Time graph - Pressure during exposure time : min 119 / MAX 125 kPa
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Relative humidity / Time graph - RH at the end of conditioning : 76 %, RH during exposure time : min 76 %
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STERIS treatment verification is based on reading of parameters from graphs lines
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== STERIS i STERIS AST CZ s.r.o.
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I ; Registered office: Priimyslova z6na Kosikov 80, 595 01 Velka Bite§, Czech republic
Laboratories lab_ebstercz@steris.com - www.steris-labs.com

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

ANALYSIS CERTIFICATE #7711 - BI2139 - 12/14/2020 Page 17 1

CISLO CERTIFIKATU ANALYZY7711 - BI2139 - 14/1 2/2020 Strana 11/ 1

Our Laboratory Refgrence Register # Bl /138 - p. 112

Evidenéni Cislo: BI/ 138 - s. 112

TITLE: BIOLOGICAL INDICATORS - SPORE STRIP - BACILLUS ATROPHAEUS (B. sublilis 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,O.

JMENO ZAKAZNIKA: STIRILAB S.R.O.

WITHDRAWING MADE BY: STERIS

ODPOVEDNOST ZA VYBER VZORKU: STERIS

RECEIVED BY LABORATORY AT: 12/07/2020

DODANO DO LABORATORE: 07/12/2020

PRODUCTION BATCH: BILL OF DELIVERY: 202006059

PRODUKCNI SARZE: BILL OF DELIVERY: 202006059

STERILIZATION BATCH: 22201206 dtd 12/06/2020

STERILIZACNI SARZE: 22201206 dne 06/12/2020

BI BATCH: BATR 467

Bl SARZE: BATR 467

POPULATION (ufc/strip): 2.5 * 1076

POPULACE (cfu / strip): 2.5 * 1016
D-value (min): 3.1

D - hodnota (min): 3.1

ANALYSIS PARAMETERS

PARAMETRY ANALYZY

POSITIVE CONTROLS N.: 1

POCET POZITIVNICH KONTROL: 1

BIOLQGICAL INDICATORS N.: 28

POCET BIOLOGICKYCH INDIKATORU: 28

GROWTH EVIDENC.‘,f AT THE END OF INCUBATION PERIOD
EVIDENCE RUSTU NA KONCI INKUBACNI DOBY

BI SAMPLES AFTER 7 DAYS negative
Bl PO SEDMI DNECH negativni
POSITIVE CONTROL B/ positive
POZITIVNI KONTROLA BI pozitivni
Conclusions
Zavéry
EFEECTIVE STERILIZATION CYCLE
UCINNY STERILIZACNI CYKLUS
LABORATQRY RESPONSIBLE
ODPOVEDNA OSOBA
&)
UJALITY

Filip Csontos 14,12, 2000

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.

Certifikét se tyka pouze testovanych vzork(; dokument méize byt kopirovan pouze s pisemnym souhlasem STERIS AST CZ s.r.0.
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Transport Document 006059
CUSTOMER
i’g Y U.S. FOOD & DRUG
: : 2 ADMINISTRATION STIRILAB s.r.o.
STIRILAR o % _Sﬁs REGIBTRATION NUMBER: 3010278338
' Textilng 23
a dominique Dutscher com an s
STIR"'AB S.r.o. 9 pany 034 01 Ruzomberok, SK
Textilna 23
034 01 SHIP TO
RuZomberok STERIS AST CZ s.r.0.
VAT No. SK2021729545 : 5 i r
Pramyslova zéna Kosikov 80
Tel +421 44 432 27 20 Fax +421 44 432 27 17
www.stirilab.com, email ekonom@stirilab.com 59501 Velka Bites Ceska republika
IBAN : SK 311111 000000 102498 0028, SWIFT - UNCRSKBX
CUST. NO. VAT CODE DATE TD NUMBER ISSUED BY PAGE
CZ27159621 03.12.2020 202006059 1t02
CODE DESCRIPTION QTY per BOX MU QUANTITY
BSC740 Fertility collector 40 40,000 50,00
order lotto 20P2001807 exp 30.09.2024
BSC740 Fertility collector 40 40,000 50,00
order lotto 20P2001808 exp 30.11.2024
BSV120 ANSA 10 uL, PP, peel pack 20 pcs,sterile 10000 1000,000 1 300,00
order lotto 20P2027000 exp 30.11.2024
BSV120 ANSA 10 uL, PP, peel pack 20 pcs,sterile 10000 1000,000 200,00
order lotto 20P2027001 exp 31.12.2024
BSV1200 ANSA 10 uL, PP, peel pack 10 pcs,sterile 12000 1 000,000 120,00
order lotto 20P2008006 exp 30.11.2024
BSV121 ANSA 1 uL, PP, peel pack 20 pcs,sterile 10000 1000,000 800,00
order lotto 20P2027100 exp 30.11.2024
BSV121 ANSA 1 uL, PP, peel pack 20 pcs,sterile 10000 1.000,000 200,00
order lotto 20P2027100 oxp 30.11.2024




STIRILAB s.r.o0. a dominique Dutscher company

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

IBAN : SK 311111 000000 102498 0028, SWIFT : UNCRSKBX

Transport Document

I U.S. FOOD & DRUG | °VSToMeR

ADMINISTRATION STIRILAB s.r.o.

REGISTRATION NUMBER: 3010278336

Textilna 23
034 01 RUzomberok, SK

SHIP TO
STERIS AST CZ s.r.o0.

Pramyslova zéna Kosikov 80

L59501 Velka Bites Ceska republika

CUST. NO. VAT CODE DATE TD NUMBER ISSUED BY PAGE
CZ27159621 03.12.2020 202006059 2t02
CODE DESCRIPTION QTY per BOX MU QUANTITY
SHIPP/NG BY ISSUED BY: TRANSPORT TRANSPORT START DATE
EXw Bozekova SALE 03.12.2020
DELIVERY TERM BOXES PALLETS GROSS WEIGHT KG NETTO WEIGHT VOLUME m3 DRIVER'S SIGNATURE
EXW 360 18 2693,20 2 450,40 20,85
ANNOTATIONS RECIPIENT'S SIGNA TURE

Any compliant must by made within 8 da ys after goods receipt. Goods are considered of customer proj

perty only after full payment receipt. Any disputes between the are subject to the exclusive
Jurisdiction of the courts of Slovak republic

"AGCEPFANCE
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G. 72. 2020




