STERIS: Certificate Of Processing

Prepared for STIRILAB
Ethylene Oxide Run ID 2002-2116

Product Code Lot Number uantity (PL
STIRILAB 03 EQ-15% 202401458 18

Product meets Customer specifications; zero nonconformities occurred during this run.

Other Information
Sterilization Batch Number 22A240321

Customer Specification ID: 37

Signature Manifest
Reviewed and E-Signed By: Sarka Mejzlikova (Quality Analyst)
Date/Time E-Signed: 22-Mar-2024 7:57 AM

Document Content Revision: 1

Operating facilities are in compliance with applicable state and federal regulations (FDA, NRC, EPA, and OSHA) and
provide services under a quality system which meets the requirements of FDA QSR, EN/ISO 13485, and in alignment
with EN ANSI/AAMI/ISO 11135.

This Certificate becomes valid only with the Process Run Record Summary and Biological Indicators Incubation
Certificate referring to applicable sterilization Batch Number.

Processing Location
STERIS AST CZ s.r.o0.
Primyslova zéna Kosikov 80
Velka Bites

595 01

“** End of Ethylene Oxide Certificate of Processing Document ***

Document ID: 10344

PROC-99999 Last Revised in Rel 1.0.0.0 Rel Date: 01-Apr-2017 Page 10of 1



Process Run Record

STERIS AST CZ s.r.0.

Pramyslova zéna Ko$ikov 80

595 01 Velka Bite$, Czech Republic
Summary Tel: +420566562145
Fax:
Run ID: 312091 18
Customer: routine_STIRILAB 03 EQ-15% Bateh No.: 22A240321
Specification: 1.0 5998 Method: STIRILAB 03 EQ-15%
1.Preconditioning
Equipment: VB Precond G Config. Rev.: Pending
Date Started: 20.03.2024 19:22:18 Date Completed: 21.03.2024 7:09:37 Duration: 11:47:19
1.1.Preconditioning Phase No. 1
Device Summary Summary Value Specified Range vIX
Total Phase Time Final - P104 11:47:19 11:00:00 - 1d 00:00:00 v
Time-InSpec Final - P104 11:30:01 11:00:00 - 1d 00:00:00 v
TE-Min-In-Spec Min - P101 476 °C 450-55,0°C v
TempAve Max - P101 51,8°C 450-55,0°C v
RH-Min-In-Spec Min - P22 547 % 450-950 % v
AT-RH-Avg Max - P22 65,3 % 45,0-95,0 % v
1.2.Transfer to Vessel Phase No. 2
Device Summary Summary Value Specified Range JIx
Transfer Duration Final - P104 00:12:40 n/a - 00:45:00 v
Stage Summary
Steps Deviations Date Started Date Ended Total Duration:
2 0 20.03.2024 19:22:18 21.03.2024 7:22:17 11:47:19
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AccusoLo™

Process Run Record Summary

PRCRCD 0002(02-2013)

Run ID 312091

2.Vessel Processing

Equipment; VB Chamber 22 Config. Rev.. 3
Date Started: 21.03.2024 7:22:17 Date Completed: 21.03.2024 17:47:13 Duration: 10:24:56
2.1.Start-up Phase Phase No. 1
Device Summary Summary Value Specified Range vIX
TE-CH-Hi Final - P3 48,6 °C 480-540°C v
TE-CH-Lo Final - P3 486 °C 48,0-54,0°C v
2.2.Vacuum Phase No. 2
Device Summary Summary Value Specified Range 7 4
In-Spec Phase Time Final - P11 00:13:31 00:10:00 - 00:45:00 v
Total Phase Time Final - P11 00:13:31 00:10:00 - 00:45:00 v
TE-CH-Lo Min - P3 486 °C 40,0-55,0°C v
TE-CH-Hi Max - P3 495°C 40,0-55,0°C v
PCurr Final - P14 22,0 kPa 12,0-32,0kPa v
2.3.Leak Check Phase No. 3
Device Summary Summary Value Specified Range JIX
In-Spec Phase Time Final - P11 00:05:01 00:01:00 - 00:20:00 v
Total Phase Time Final - P11 00:05:01 00:01:00 - 00:20:00 v
TE-CH-Lo Min - P3 495°C 40,0-55,0°C ¥
TE-CH-Hi Max - P3 50,1 °C 40,0-55,0°C v
PCurmr Min - P14 220 kPa 12,0- 33,0 kPa v
PCurr Max - P14 22,7 kPa 12,0-33,0kPa ¥
2.4.Vacuum Phase No. 4
Device Summary Summary Value Specified Range vIX
In-Spec Phase Time Final - P11 00:00:22 00:00:01 - 00:05:00 v
Total Phase Time Final - P11 00:00:22 00:00:01 - 00:05:00 =
TE-CH-Lo Min - P3 50,0°C 40,0-55,0°C v
TE-CH-Hi Max - P3 50,1°C 40,0-55,0°C v
PCurr Final - P14 22,0 kPa 210-222kPa J
2.5.Steam Inject by Pressure Phase No. 5
Device Summary Summary Value Specified Range JIxX
In-Spec Phase Time Final - P11 00:02:03 00:01:00 - 00:12:00 4
Total Phase Time Final - P11 00:02:03 00:01:00 - 00:12:00 v
TE-CH-Lo Min - P3 50,1 °C 45,0-55,0°C v
TE-CH-Hi Max - P3 50,3°C 450-550°C v
PCurr Final - P14 23,1 kPa 23,0 - 26,6 kPa v
Printed on 22032024 7.41.03 Page 20f6 AccuSOLO™ KQHI"BXiE:



AccusoLo™

Process Run Record Summary

PRCRCD 0002(02-2013]

Run ID 312091

Stage»  Vessel Processing

2.6.Conditioning Dwell by Pressure Phase No. 6
Device Summary Summary Value Specified Range J/X
In-Spec Phase Time Final - P11 01:25:01 01:10:00 - 01:40:00 v
Total Phase Time Final - P11 01:25:01 01:10:00 - 01:40:00 v
TE-CH-Lo Min - P3 50,2°C 450-55,0°C v
TE-CH-Hi Max - P3 51,0°C 450-55,0°C v
PCurr Min - P14 23,0 kPa 22,0- 26,6 kPa v
PCurr Max - P14 23,7 kPa 220- 26,6 kPa v
RH Reported Min - P22 59,6 % N/A - N/A %

RH Reported Max - P22 828 % N/A - N/A %

2.7.Vacuum Phase No. 7
Device Summary Summary Value Specified Range viIX
In-Spec Phase Time Final - P11 00:00:44 00:00:01 - 00:05:00 v
Total Phase Time Final - P11 00:00:44 00:00:01 - 00:05:00 v
TE-CH-Lo Min - P3 50,7 °C 40,0-550°C v
TE-CH-Hi Max - P3 50,8 °C 40,0-550°C J
PCurr Final - P14 220 kPa 21,0-222kPa 7

2.8.EO Inject by Pressure Phase No. 8
Device Summary Summary Value Specified Range viX
In-Spec Phase Time Final - P11 01:04:12 00:45:00 - 01:30:00 v
Total Phase Time Final - P11 01:04:12 00:45:00 - 01:30:00 F
TE-CH-Lo Min - P3 50,7 °C 46,0-54,0°C 7
TE-CH-Hi Max - P3 851,7°C 46,0-540°C v
PCurr Final - P1028 215,0 kPa nfa - N/A kPa
PCurr Final - P14 215,0 kPa 200,0 - 225,0 kPa o
EO Conc. Reported Final - P33 421,6 mgfl N/A - N/A mg/l
EO Conc. Calculated Final - P33 473,0 mg/t N/A - N/A mgfl

Printed on 22.03.2024 7.41.03 Page 30! 6 AccUSOLO™  IQNNEXiS



AccuSOLO™

Process Run Record

Summary

PRCRCD 0002(02-2013)

RunID 312091

Stage » Vessel Processing

2.9.Super-Atmospheric EO Dwell Phase No. 9
Device Summary Summary Value Specified Range vIX
In-Spec Phase Time Final - P11 06:00:01 05:55:00 - 07:00:00 v
Total Phase Time Final - P11 06:00:01 05:55:00 - 07:00:00 )
TE-CH-Lo Min - P3 498 °C 46,0-54,0°C v
TE-CH-Hi Max - P3 §1.2°C 46,0-54,0°C T
PCurr Min - P14 209,6 kPa 200,0 - 225,0 kPa I
PCurr Min - P1028 209,6 kPa N/A - N/A kPa
PCurr Max - P1028 215,0 kPa N/A - N/A kPa
PCurr Max - P14 215,0 kPa 200,0 - 225,0 kPa J
RH Reported Min - P22 0,0 % N/A - N/A %

RH Reported Max - P22 00% N/A - N/A %

EO Conc. Reported Min - P33 301,8 mg/l N/A - N/A mg/l
EO Conc. Reported Max - P33 421,6 mg/l N/A - NfA mgh
EO Conc. Calculated Min - P33 473,0 mg/l N/A - N/A mg/l
EO Conc. Calculated Max - P33 475,0 mg/l N/A - N/A mgh

2.10.Vacuum Phase No. 10
Device Summary Summary Value Specified Range JIxX
In-Spec Phase Time Final - P11 00:22:51 00:15:00 - 00:45:00 v
Total Phase Time Final - P11 00:22:51 00:15:00 - 00:45.00 v
TE-CH-Lo Min - P3 485°C 40,0-550°C v
TE-CH-Hi Max - P3 50,2 °C 40,0-55,0°C v
PCurr Final - P14 26,0 kPa 16,0 - 36,0 kPa v

2.11.Air Inbleed Phase No. 11
Device Summary Summary Value Specified Range vIX
In-Spec Phase Time Final - P11 00:07:24 00:03:00 - 00:17:00 s
Total Phase Time Final - P11 00:07:24 00:03:00 - 00:17:00 v
TE-CH-Lo Min - P3 488 °C 40,0-55,0°C "
TE-CH-Hi Max - P3 50,6 °C 40,0-55,0°C J
PCurr Final - P14 93,0 kPa 90,0 - 103,0 kPa v

2.12.Vacuum Phase No. 12
Device Summary Summary Value Specified Range viX
In-Spec Phase Time Final - P11 00:12:08 00:12:00 - 00:28:00 o 4
Total Phase Time Final - P11 00:12:08 00:12:00 - 00:28:00 v
TE-CH-Lo Min - P3 489°C 40,0-55,0°C v
TE-CH-Hi Max - P3 80,6 °C 40,0-550°C v
PCurr Final - P14 27,0 kPa 17,0- 37,0 kPa v
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AccuSOLO™

PRCRCD 0002(02-2013)

Process Run Record Summary Run ID 312091
Stage » Vessel Processing
2.13.Air Inbleed Phase No. 13
Device Summary Summary Value Specified Range vix
In-Spec Phase Time Final - P11 00:07:17 00:03:00 - 00:17:00 v
Total Phase Time Final - P11 00:07:17 00:03:00 - 00:17:00 J
TE-CH-Lo Min - P3 490°C 40,0-55,0°C v
TE-CH-Hi Max - P3 51,5°C 40,0-550°C v
PCurr Final - P14 93,0 kPa 90,0 - 103,0 kPa v
2.14.Vacuum Phase No. 14
Device Summary Summary Value Specified Range X
In-Spec Phase Time Final - P11 00:12:06 00:12:00 - 00:28:00 v
Total Phase Time Final - P11 00:12:06 00:12:00 - 00:28:00 =4
TE-CH-Lo Min - P3 491 °C 40,0-55,0°C v
TE-CH-Hi Max - P3 515°C 40,0-550°C v
PCurr Final - P14 27,0 kPa 17,0-37,0 kPa v
2.15.Air Inbleed Phase No. 15
Device Summary Summary Value Specified Range JIX
In-Spec Phase Time Final - P11 00:07:17 00:03:00 - 00:17:00 o
Total Phase Time Final - P11 00:07:17 00:03:00 - 00:17:00 v
TE-CH-Lo Min - P3 494 °C 40,0-55,0°C v
TE-CH-Hi Max - P3 519°C 40,0-55,0°C v
PCurr Final - P14 93,0 kPa 90,0 - 103,0 kPa v
2.16.Vacuum Phase No. 16
Device Summary Summary Value Specified Range X
In-Spec Phase Time Final - P11 00:12:07 00:12:00 - 00:28:00 v
Total Phase Time Final - P11 00:12:07 00:12:00 - 00:28:00 v
TE-CH-Lo Min - P3 497°C 40,0-55,0°C v
TE-CH-Hi Max - P3 519°C 40,0-550°C v
PCurr Final - P14 27,0 kPa 17,0 - 37,0 kPa v
2.17.Air Inbleed Phase No. 17
Device Summary Summary Value Specified Range /X
In-Spec Phase Time Final - P11 00:07:18 00:03:00 - 00:17:00 v
Total Phase Time Final - P11 00:07:18 00:03:00 - 00:17:00 T
TE-CH-Lo Min - P3 498 °C 40,0-55,0°C v
TE-CH-Hi Max - P3 52,1°C 40,0-55,0°C v
PCurr Final - P14 93,0 kPa 90,0 - 103,0 kPa v
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AccusoLo™ PRCRCD 0002(02-2013)

Process Run Record Summary Run ID 312091

Stage » Vessel Processing

2.18.End Phase Phase No. 18
Device Summary Summary Value Specified Range vixX
In-Spec Phase Time Final - P11 00:05:28 00:00:01 - 05:00:00 v
Total Phase Time Final - P11 00:05:28 00:00:01 - 05:00:00 4
TE-CH-Lo Min - P3 508°C 40,0-550°C v
TE-CH-Hi Max - P3 521°C 40,0-55,0°C v
PCurr Min - P14 93,0 kPa 90,0-103,0 kPa ,/
PCurr Max - P14 93,1 kPa 90,0 - 103,0 kPa v

Stage Summary
Steps . Deviations - Date Started . Date Ended . Total Duration:

18 -0 - 21.03.2024 7:22:17 - 21.03.2024 17:47:13 10:24:56

CO N F O R M l N G D:g;ta“y s;gned by
Kreze kr Ales gateflgog'&;alz

07:44:47 +01'00'

All dates are expressed in the timezone: (UTC+01:00) Praha, Bratislava, Budapest, E « =Pass  yx =Fail
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Registered office: Prumyslova zona KoSikov 80, 595 01 Velka Bites, Czech republic

lab_ebstercz@stens com - www stens-labs com

Laboratories

STERI S | STERIS AST CZ s.r.0.
t._ - - e s - it

“STIRILAB S.R.0.
TEXTILNA 23
03401 RUZOMBEROK SLOVENSKA REPUBLIKA

Komu: / Ta

‘ YSIS CERTIFICATE #1938 - BISW4 - 0/29/20 Page .

124
| SLO CERTIFIKATU ANALYZY1938 - BI594 - 29/03/2024 Strana 1/

Our Laboratory Re e Requster 8 81/ 193 -p 124

islo: Bl /193 -s. 124

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 150 11138-1

METODA: ISO 11138-1

JNTERN& PROGEDURES LWI-LABOG2

VNITRNI PROCEDURA: LWI-LAB002

|
‘ Evidenéni
|
|

REFERENCE mré .
REFERENCNI UDAJE
SAMPLES DESCRIPTION, ZORAVOTNICKE PROSTREDKY - IN VITRO DIAGNOSTIKA

POPIS VZORKU: ZDRAVOTNICKE PROSTREDKY - IN VITRO DIAGNOSTIKA
REFERENCE STIRILAB S R O

JMENO ZAKAZNIKA: STIRILAB S.R.O.

WITHORAWING MADE 8Y. STERIS

ODPOVEDNOST ZA VYBER VZORKU: STERIS

RECEIVED BY LABORATORY AT 03/22/202

DODANO DO LABORATORE: 22/03/2024
PRODUCTION BATCH: BILL OF DELIVERY: 202401458
PRODUKCNI SARZE: BILL OF DELIVERY: 202401458

STERILIZATION BATCH. .’éAZ‘GJE" ! gtd Q2172024

STERILIZACNI E: 22A240321 dne 21/03/2024
BI BATCH. BATR 485
BlﬂgARZE: BATR 485

POPULATION (ufcsstripl. 3.7 * 10°6
POPULACE (cfu / strip): 3.7 * 10%6
D-value (min). 2.8

D - hodnota (min): 2.8
ANALYSIS PARAMETERS

PARAMETRY ANALYZY

POSITIVE CONTROLS N." 1

POCET POZITIVNICH KONTROL: 1
BIGLQGICAL INDICATORS N, 26

POCET BIOLOGICKYCH INDIKATORU: 28

GROWTH EVIDENCE AT THE END OF INCUBATION PERI!
EVIDENCE RUSTU NA KONCI INKUBA%)NI DOBY

B SAMPLES AFTER 7 DAYS

negalive
Bl PO SEDMI DNECH negativni
POSITIVE CONTROL BI positive
POZITIVN|I KONTROLA BI pozitivni
Conclusions
Zavéry
EFFECTIVE STERILIZATION CYCLE
UEINNY STERILIZACNI CYKLUS

LABORATORY RESPONSIBLE
ODPOVEDNA OSOBA

« XX 7q-03- 100

R=LEASED BY QUALITY
Jana Zichova

7 9 -03- 2024

’ /
Qidrra

The certification report concerns only the tested samples; the document can be parlially reproduced only upon witler approval by STERIS AST CZ s/ 0

Cartifindt 5o tykd pouze testovanych vzom dokument mide byl kopirevan pouze s pisemnym seuhlaser STERISAST C2aro
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ﬂ U.S. FOOD & DRUG

STIRILAB s.r.0. @ dominigue Dutscher company

Textilna 23

034 01
Ruzomberok

VAT No. SK2021729545

Tel +421 44 432 27 20 Fax +42144 432 27 17
www.stirllab.com, email ekonom@stirilab.com

IBAN : SK 311111 000000 102498 0028, SWIFT : UNCRSKBX

LT Y IR

Transport Document 202401458

CUSTOMER

STERIS ASTCZ s.r.0.
Primyslova zéna Kosikov 80
595 01 Velka Bited. CR

SHIBTO

STERIS ASTCZ s.r.o.
Prumyslova zona Kosikov 80

59501 Velka Bites Ceska republika

CUST NO VAT CODE DATE TD NUMBER ISSUED BY PAGE
CZ271580621 20.03.2024 202401458
CODE DESCRIPTION QTY per BOX MU QUANTITY
BSC740 Fertility collector 40 40.000 30.00
arder lotla 24P2004202 exp 29 02 2026
BSC740 Fertility collector 40 40,000 34,00
order lofto 24P 2004303 exp 31.03 2028
BSV120 ANSA 10 ul, PP, peel pack 20 pes, sterile 10000 1 000,000 600,00
order lotto 28P 2003401 exp 31012028
BSV120 ANSA 10 uL, PP, peel pack 20 pcs. sterile 10000 1 000,000 200,00
order lotto 24P2003402 exp 29.02.2028
BSVI21 ANSA 1 uL. PP, peel pack 20 pcs sterile 10000 1 000,000 500,00
order lotto 24P2003002 oxp 29 02 2028
BSV121 ANSA 1 uL, PP, peel pack 20 pcs sterile 10000 1 000,000 1500,00
order lotta 24P 2003003 exp 31.03.2028
A ANCE
AMCD T \|
ACCEPTANCE | |
A RHTHT A o
‘I-'Cl A /Y
i
SHIPPING BY ISSUED BY: TRANSPORT TRANSPORT START DATE
Exw Rookovd SALF 20 03.2024
DELIVERY TERM BOXES PALLETS GROSS WEIGHT KG NETTO WEIGHT VOLUME m3 DRIVER'S SIGNATURE
EXW 344 8 2Nan 2 465 0k 2034
ANNOTATIONS RECIPIENT'S SIGNATURE

Any compliant must by made within § days after goods recein! Goods are considersd of customer property only after full peyment recept Any disputes between the ase subject to the exciusive
junsdiction of the courts of Siovak republic




