'@ NElSOI’] Labsg Master Procedure List

A Sotera Health company Nelson Labs - Leuven

Procedure Number Revision Title

NEL-MAN-0010

19

Quality Manual Nelson Labs NV

NEL-MAN-0012

Validation Policy

NEL-MAN-0013

Risk Assessment for Mixed Use of Premises, Resources, and Systems

NEL-MAN-0014

Data Integrity Policy

NEL-MAN-0016

Nelson Laboratories Leuven (BE) - Environmental, Health, and Safety Management Information

NEL-MAN-0017

User Access Management Policy

NEL-POL-0001

Global Quality Policy

NEL-POL-0003

Document Control Policy

NEL-POL-0004

Training Policy

NEL-POL-0005

Data Integrity Policy

NEL-POL-0006 Change Control Policy
NEL-POL-0007 Quality Event and CAPA Policy
NEL-POL-0008 Audit Policy

NEL-POL-0009 Supplier Management Policy
NEL-POL-0014 Validation Policy

NEL-SOP-0093

Customer Feedback Handling

NEL-SOP-0179

Document and Training Management Using MasterControl

NEL-SOP-0189

MasterControl Document Management - User guide for Document Owners and Management

NEL-SOP-0192

Inter-Facility Transfer

NEL-SOP-0194

MasterControl Document Management - User guide for Document Management team

NEL-SOP-0196

STARLIMS Use of the Inventory Management Module

NEL-SOP-0198

Use and maintenance of sterility room

NEL-SOP-0199
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Matrix of (Technical) Competences

NEL-SOP-0200 25 Study Logging Procedures, Sample Receipt, Storage and Contamination Control Practices Using LOMS System
NEL-SOP-0201 24 Management of Specially Regulated Substances

NEL-SOP-0202 6 Communication with Sponsors

NEL-SOP-0203 4 Subsampling of Aqueous and Organic Solvent Based Extracts/Test Solutions for Extractables and Leachables Studies
NEL-SOP-0204 13 Method Validation

NEL-SOP-0205 0 Measurement of Uncertainty and Validation for Microbiological Methods

NEL-SOP-0206 1 Estimation for Measurement of Uncertainty

NEL-SOP-0207 6 Conduct of a Leachable Study

NEL-SOP-0208 17 Conduct of a GMP Study

NEL-SOP-0209 2 Conduct of a Commercial R and D Study

NEL-SOP-0210 4 Assuring the Quality of Test Results

NEL-SOP-0211 12 Assignment of Study Responsibles - GLP

NEL-SOP-0213 16 Study Plan for a GLP Study

NEL-SOP-0214 17 Conduct of a GLP Study

NEL-SOP-0215 1 Characterisation of Test, Control and Reference Items

NEL-SOP-0216 4 Reporting and Rounding Off Results

NEL-SOP-0217 15 Reporting of a GLP Study

NEL-SOP-0218 15 Test Report, Test Result Report and Study Report Generating Procedures

NEL-SOP-0219 8 Certificate of Analysis Generating Procedure

08 September 2025
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NEL-SOP-0220
NEL-SOP-0221
NEL-SOP-0222
NEL-SOP-0223
NEL-SOP-0224
NEL-SOP-0225
NEL-SOP-0226
NEL-SOP-0227
NEL-SOP-0228
NEL-SOP-0229
NEL-SOP-0230
NEL-SOP-0231
NEL-SOP-0232
NEL-SOP-0234
NEL-SOP-0235
NEL-SOP-0236
NEL-SOP-0239
NEL-SOP-0242
NEL-SOP-0243
NEL-SOP-0244
NEL-SOP-0245
NEL-SOP-0246
NEL-SOP-0247
NEL-SOP-0249
NEL-SOP-0251
NEL-SOP-0252
NEL-SOP-0253
NEL-SOP-0254
NEL-SOP-0256
NEL-SOP-0257
NEL-SOP-0258
NEL-SOP-0259
NEL-SOP-0262
NEL-SOP-0264
NEL-SOP-0265
NEL-SOP-0267
NEL-SOP-0268
NEL-SOP-0269
NEL-SOP-0270
NEL-SOP-0271
NEL-SOP-0272
NEL-SOP-0273
NEL-SOP-0274

NEL-SOP-0275
NEL-SOP-0276

08 September 2025

Contents and Final Review of a Completed Project File

Sample Return and Sample Destruction Procedures

Cell Counting Using a Hemacytometer

Growth and Maintenance of Mammelian Cell Lines

Use and Maintenance of cell and tissue culture room.

Preparation, Storage, and Control of Growth Media and Rinse Fluids

Basic Surface Area Calculation

Culture and Maintenance of Reference Micro-Organisms

MEM Elution Test

Sterility Test (USP,EP and I1SO)

Validation of a Sterility Test

Total Bioburden

Growth Promotion Test

Bacterial Endotoxins: Limulus Amebocyte Lysate (LAL) Test for Detection and Quantitation of Endotoxins

Microbial Examination of Non-Sterile Products: Microbial Enumeration Tests

Microbial Examination of Non Sterile Products: Tests for Specified Microorganisms

Bioanalytical ELISA Method Validation

Carbohydrate Test

Manual Conductivity Determination

Determination of Elements by ICP-OES

Determination of Semi-Volatile Organic Compounds (SVOCs) in Extracts of Aqueous and Solid Samples by Gas Chromatography-Mass Spectrometry (GC/MS)
FTIR-Analysis

Determination of anions by lon Chromatography

Determination of Turbidity

Sample Preparation Prior to the Determination of Organic Compounds in Extractable/Leachable Studies

Manual pH Determination

Total Organic Carbon (TOC) Analysis

Determination of Volatile Organic Compounds (VOCs) in Liquid or Solid Samples by Headspace GC/MS

LC/UV Analysis of Sulphur in Dichloromethane, Isopropanol and Hexane Using the Agilent 1200 LCMSD

Determination and Quantification of Ammonium (NH4+) in Water by Ultra Violet-Visible Light Spectrophotometry (UV-VIS)

Determination and Quantification of Hydrogen Peroxide (H202) in Water for Injection by Ultra Violet -Visible Light Spectrophotometry (UV-VIS)
Determination and Quantification of Silicon Oil in Hexane and in Ultra Pure Water (UPW) by Graphite Furnace Atomic Absorption Spectrometry (GF-AAS)
Measurement of Subvisible Particles in Solutions with the HIAC 9703+ Measurement System

LC/MS Screening Using the Thermo Scientific Exactive Orbitrap

Determination of Semi-Volatile Organic Compounds (SVOCs) in Extracts of Aqueous and Solid Samples by GC/MS After Silylation with BSTFA
Quantitative Determination of Irgafos 168, IrgaNox 168 oxide, IrgaNox 1010, IrgaNox 1076, and Bis (2.4-ditert-butylphenyl) Phosphate in DCM Extracts by LCMSMS
ESI-LC/MS Screening Using the Thermo Scientific Q-Exactive Focus Orbitrap

Determination of Mercury (Hg) in Aqueous Solution by Inductively Coupled Plasma Mass Spectrometry (ICP-MS) Matrix: Ultra Pure Water (UPW)
Determination and Quantification of Bis (2,4-di-tert-butylphenyl) Phosphate Using the Thermo Fisher Q-Exactive Focus Instrument
Determination of 16 PAHs in Extracts by Gas Chromatography - Triple Quadrupole Mass Spectrometry (GC/MS/MS)

Determination of Nitrosamines in extracts by Liquid Chromatography - Triple Quadrupole Mass Spectrometry (LC/MS/MS)

Non Volatile Residue (NVR) Determination

DSC Analysis

Determination of Acetaldehyde and Formaldehyde in Aqueous Solutions After Derivatization with DNPH by LCUV Analysis Using the Agilent 1260 Infinity LC/DAD/FLD

Screening for a Selected Set of Metallic Impurities in Aqueous Extracts and Impurities Products by Inductively Coupled Plasma Mass Spectrometry (ICP-MS)

Note: This list is for reference only and may change at any time. See MasterControl system for official list. Page 2 of 7



NEL-SOP-0278
NEL-SOP-0280
NEL-SOP-0284
NEL-SOP-0285
NEL-SOP-0287
NEL-SOP-0293
NEL-SOP-0295
NEL-SOP-0296
NEL-SOP-0298
NEL-SOP-0301
NEL-SOP-0304
NEL-SOP-0306
NEL-SOP-0307
NEL-SOP-0308
NEL-SOP-0311
NEL-SOP-0312
NEL-SOP-0313
NEL-SOP-0314
NEL-SOP-0315
NEL-SOP-0316
NEL-SOP-0317

NEL-SOP-0319
NEL-SOP-0320
NEL-SOP-0321

NEL-SOP-0322
NEL-SOP-0323
NEL-SOP-0325
NEL-SOP-0326
NEL-SOP-0327
NEL-SOP-0329
NEL-SOP-0330
NEL-SOP-0331
NEL-SOP-0332
NEL-SOP-0333
NEL-SOP-0334
NEL-SOP-0335
NEL-SOP-0336
NEL-SOP-0337
NEL-SOP-0339
NEL-SOP-0340
NEL-SOP-0344
NEL-SOP-0345
NEL-SOP-0346
NEL-SOP-0347

08 September 2025
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Monitoring of Controlled Storage for Temperature and Humidity

Use and Maintenance of Stuart Colony Counter

Use and Maintenance of Naber Muffle Furnaces

Use, Validation, and Maintenance of Depyrogenation Oven
Operation and Maintenance of Varian 720-ES ICP

Operation and Maintenance of the Agilent 1200 Series HPLC VWD
Use and Maintenance of the BIO-TEK Automated Microplate Reader
Operation and Maintenance of the Agilent LC QQQ-systems

Use and Maintenance of the HACH 2100AN Turbidimeter

Use and Maintenance of the Agilent (HS)-GC with FID and NPD Detector
Operation and Maintenance of the Agilent 1260 Infinity LC/DAD/FLD

Operation and Maintenance of the Thermo Fisher Scientific UHPLC, Photodiode Array (PDA) Detector and Mass Spectrometer Exactive incl. HCD

Operation and Maintenance of the Perkin Elmer NEXION 300XX
Use and Maintenance of the Agilent 7890A/7000B EI/CI-GC-QQQ

Function and Maintenance of Perkin Elmer Differential Scanning Calorimeter DSC 4000

Use and Maintenance of Sievers M9 Laboratory TOC Analyzer

Operation and Maintenance of the Agilent Single Quad GC/MS-systems with Static Headspace Sampler

Operation and Maintenance of the Dionex ICS-2100 lon Chromatograph
Use and Maintenance of the Tecniplast BS48 Biosafety Cabinet
Operation and Maintenance of the Agilent 7890B/7200A EI/CI-GC-QTOF
Operation and Maintenance of the Agilent Single Quad GC/MS Systems

Operation and Maintenance of the Thermo Fisher Scientific UHPLC, Photodiode Array (PDA) Detector and Hybrid Quadrupole Orbitrap High Resolution Mass Spectrometer Q-

Exactive incl. HCD
Operation and Maintenance of the Cary 630 FTIR

Operation and Maintenance of the Gerstel Dual Head Multipurpose Sampler - Agilent 7980B/5977B GC-MS

Operation and Maintenance of the Thermo Fisher Scientific UHPLC, Photodiode Array (PDA) Detector and Hybrid Quadrupole Orbitrap High Resolution Mass Spectrometer Q-

Exactive Focus incl. HCD

Use and Maintenance of HIAC 9703+ Liquid Particle Counter

Use and Maintenance of Refrigerators and Freezers

Use and Maintenance of Water Baths

Use and Maintenance of Drying Ovens

Use and maintenance of syringes, automatic pipettes and dispensers
Use and Maintenance of Integra Pipetboy

Operation and Maintenance of Centrifuges

Use and Maintenance of Elix and Milli-Q Advantage A10 Water Purification System
Heating and Stir Plate

Operation and Maintenance of Incubators

Use and Maintenance of Inverted Microscope

Hemoglobin test

Use and Maintenance of Vortex

Use and Maintenance of Mechanical Shaker

Use and Maintenance of Motic Light Microscope

Use and Maintenance of the Lancer Washer

Use and Maintenance of TurboVap Il Concentration Workstation

Use and Maintenance of Universal Shaker

Use and Maintenance of Grant QBD2 Block Heater

Note: This list is for reference only and may change at any time. See MasterControl system for official list.
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NEL-SOP-0348 6 Use and Maintenance of Binder Climatic Chambers

NEL-SOP-0349 1 Use and Maintenance of Water Bath GD 120

NEL-SOP-0350 5 Use and Maintenance of the Steritest Equinox Pump

NEL-SOP-0353 3 Use and Maintenance of Reference TESTO Datalogger

NEL-SOP-0355 18 Use and Maintenance of the Getinge IsoTest Sterility Isolator
NEL-SOP-0356 1 Use and Maintenance of DrAfArger Gas Detection System

NEL-SOP-0358 5 Use and Maintenance of Ultrasonic Water Baths

NEL-SOP-0360 4 Use and Maintenance of CO2 Incubator

NEL-SOP-0361 0 Use and Maintenance of the Fisher Scientific Accuspin Micro 17 Centrifuge
NEL-SOP-0364 4 Use and Maintenance of the Air-Monitoring System: SAS Super IAQ and 180
NEL-SOP-0365 6 Use and Maintenance of CISA Steam Sterilizer

NEL-SOP-0367 2 Use and verification of thermometers

NEL-SOP-0368 4 Use and Maintenance of the Precision Balance Entris 623I-1S
NEL-SOP-0371 10 Use and Maintenance of the Bioquell QUBE Sterility Isolator
NEL-SOP-0373 0 Use and Maintenance of the Automated Cell Counter (Nucleocounter)
NEL-SOP-0374 2 Use and Maintenance of the Sartorius Semi-Micro Balance ME215P
NEL-SOP-0375 3 Use and Maintenance of Mettler-Toledo XSE + XSR 205DU Analytical Balance
NEL-SOP-0376 9 Cleaning and Preparation of Glassware and Labware

NEL-SOP-0377 17 Management of Inventories (Chemicals and Consumables) at Nelson Labs
NEL-SOP-0378 3 Determination of the Purity of Qualitative and Quantitative Standards
NEL-SOP-0379 6 General Housekeeping and Lab Waste Disposal Regulations
NEL-SOP-0380 8 Purchasing Services, Equipment, and Supplies

NEL-SOP-0381 17 Vendor and Subcontractor Qualification and Monitoring Procedures
NEL-SOP-0382 2 Communication and sample flow between Nelson Labs NV/Qualified Contractor and Nelson LLC
NEL-SOP-0383 8 General Procedures Including Use and Maintenance for Laboratory Systems
NEL-SOP-0386 8 System validation

NEL-SOP-0387 8 Operational Change Control

NEL-SOP-0390 6 Control of Reference Standards and Materials

NEL-SOP-0391 8 Calibration Weights for Balances

NEL-SOP-0392 17 Archive Procedures

NEL-SOP-0393 11 Back-up and Restore of Software and Data

NEL-SOP-0394 6 Servers Backup procedure

NEL-SOP-0395 3 Servers Restore and Testing procedure

NEL-SOP-0398 3 Hardware Inventory SOP

NEL-SOP-0399 3 Virus and Malware Code Protection

NEL-SOP-0400 6 Nelson Labs NV-Network Infrastructure Documentation

NEL-SOP-0401 4 Software Usage at Nelson Labs NV

NEL-SOP-0402 1 Workstation Installation and Configuration

NEL-SOP-0403 2 STARLIMS - System Administration

NEL-SOP-0404 3 STARLIMS - Use of the Purchase Manager

NEL-SOP-0405 6 STARLIMS - Use of the Materials Management Module

NEL-SOP-0406 2 Use of Spreadsheet Tools

NEL-SOP-0407 0 Use of Spreadsheet Tools-Lab

NEL-SOP-0408 3 Open Lab ECM User Procedure

NEL-SOP-0409 3 Open Lab ECM System Procedure

NEL-SOP-0410 3 StarLIMS: Use of the Electronic Batchbook Module

08 September 2025
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NEL-SOP-0411 4 StarLIMS - Equipment Management

NEL-SOP-0412 1 StarLIMS - Storage Location Management

NEL-SOP-0413 14 Development, Change Control, Periodic Review and Archiving of a Standard Operating Procedure
NEL-SOP-0414 7 Development, Review, and Distribution of Sponsor Specified Procedures (SSP)
NEL-SOP-0416 12 External Document Control - Library Management

NEL-SOP-0417 17 Development, review, reconciliation and archiving of forms and raw data
NEL-SOP-0419 23 Personnel and Training

NEL-SOP-0420 10 Job Descriptions and function matrix

NEL-SOP-0421 10 Internal Audit: Process and Facility Based Inspections

NEL-SOP-0422 1 Sponsor Inspections

NEL-SOP-0423 4 Periodic review of (critical GxP) computerized systems

NEL-SOP-0424 11 QA Program GLP

NEL-SOP-0425 10 Quality Assurance and Quality Control

NEL-SOP-0426 9 Quality Events (Including Retest)

NEL-SOP-0427 10 Corrective / Preventive Action Procedures

NEL-SOP-0428 4 Dealing with Complaints

NEL-SOP-0429 11 Out-of-Specification Procedure

NEL-SOP-0430 12 Good Documentation Practice (GDP) and Signature Policy
NEL-SOP-0431 2 Quality Risk and Opportunity Management

NEL-SOP-0432 2 Occupational health and health assessments

NEL-SOP-0433 4 Emergency and Evacuation Procedure

NEL-SOP-0434 4 Use and Care of Personal Protective Equipment

NEL-SOP-0437 1 Environmental Monitoring

NEL-SOP-0438 3 Use of Emergency Shower and Eye Wash Station

NEL-SOP-0439 5 Bioveiligheidshandleiding

NEL-SOP-0440 8 Personnel and Organization

NEL-SOP-0441 6 Personnel, Recruitment, and Evaluations

NEL-SOP-0442 18 Facilities Description

NEL-SOP-0443 4 Visitor Registration at Nelson Labs NV Premises

NEL-SOP-0444 2 Use and Maintenance of the Emergency Generator

NEL-SOP-0445 9 Conduct of Site Leadership Team, Quality, Lab and SD Meetings
NEL-SOP-0446 8 Quotation Procedures

NEL-SOP-0448 14 Company Organisation Table

NEL-SOP-0449 7 Management Review Procedures

NEL-SOP-0450 7 Customer Survey

NEL-SOP-0451 4 Determination of Volatile Organic Compounds (VOCs) in Liquid or Solid Samples by Headspace GC/MS Using Masshunter
NEL-SOP-0452 2 Gram Staining

NEL-SOP-0454 3 Aseptic Techniques

NEL-SOP-0455 1 Server Qualification and Maintenance

NEL-SOP-0456 1 DocusSign for Administrators

NEL-SOP-0457 2 Operation and Maintenance of Perkin Elmer THGA Graphite Furnance AA
NEL-SOP-0460 2 MONOCYTE-ACTIVATION TEST (MAT)

NEL-SOP-0464 1 USE AND MAINTENANCE OF BAGMIXER® 400 W

NEL-SOP-0465 3 Use and maintenance of the clariostar microplate reader

NEL-SOP-0466 0 LOMS System administration

NEL-SOP-0467 4 Screening of volatile and semi-volatile organic compounds using masshunter

08 September 2025
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NEL-SOP-0468

Use and Maintenance of TUTTNAUER steam sterilizer

NEL-SOP-0469

Use and maintenance of the Washer-Disinfector Belimed WD290 IQ

NEL-SOP-0471

BCA assay for determination of protein content

NEL-SOP-0472

Cleaning validation procedures for healthcare reprocessing

NEL-SOP-0474

Use and Maintenance of Dynamic Templater Application

NEL-SOP-0475

Training in MasterControl - User guide for Document Management team

NEL-SOP-0476

Steam sterilization validation

NEL-SOP-0477

Chemical and thermal disinfection validation procedures for Healthcare processing of reusable devices.

NEL-SOP-0481
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Audit Trail Review

NEL-SOP-0487

Determination of Semi-Volatile Organic Compounds (SVOCs) in Extracts of Aqueous and Solid Samples by Gas Chromatography-Mass Spectrometry (GC/MS) Using Masshuntetr

NEL-SOP-0491

Fire Prevention and Safety

NEL-SOP-0493

First aid

NEL-SOP-0494

STARLIMS: Use of the Recipe Preparation Module

NEL-SOP-0498

User guide for applying compliant e-signatures with DocuSign

NEL-SOP-0506

STARLIMS System Administration

NEL-SOP-0509

Use and Maintenance of BAVnp-01-Laminar-S-1.8 Lorica

NEL-SOP-0510

Use and Maintenance of BMB-Il Laminar-S Savvy SL 1.8

NEL-SOP-0511

Operation and maintenance of the Thermo Fisher Scientific Vanquish Orbitrap QE LCMS system

NEL-SOP-0512

Use and maintenance of SPE-03

NEL-SOP-0514

In vitro irritation test

NEL-SOP-0515

Operation and maintenance of the Waters LC QQQ-systems

NEL-SOP-0516

Use of the Thermoguard retrieval from sensor scripts

NEL-SOP-0520

Kneat System Administration

NEL-SOP-0521

Kneat Gx Operational Use

NEL-SOP-0528

Werken met derden op de gebruikelijke werkplaats

NEL-SOP-0627

Use and maintenance of ValProbe Data Loggers

NEL-SOP-0628

Use of the Excel Audit Trail Add-In (ITS-085)

NEL-SOP-0631

Screening of non-volatile organic compounds in UHPLC-HRAMS data using the Compound Discoverer data processing platform

NEL-SOP-0633

Determination of non-volatile organic compounds (NVOCs) by UHPLC/ESI HRAMS with Compound Discoverer

NEL-SOP-0634

Determination of non-volatile organic compounds (NVOCs) by UHPLC/APCI HRAMS with Compound Discoverer

NEL-SOP-0638

use and maintenance of the Precision balance ML6002T/00, XSR603SN

NEL-SOP-0851

Operation and maintenance of the Thermo Fisher Scientific Dual Vanquish Orbitrap Exploris 120 LCMS system

NEL-SOP-0852

APCI Screening using the Thermo Fisher Scientific Dual Vanquish Orbitrap Exploris 120 LCMS system

NEL-SOP-0881

Use and maintenance of the thermoguard merge script

NEL-SOP-0882

EH&S Regulatory Compliance

NEL-SOP-0886

Use and Maintenance inoLab (r) Multi 9620 ID and accessories pH/Conductivity

NEL-SOP-0888

Good Practices for Manual Integration

NEL-SOP-0892

EHS Internal Audit Program

NEL-SOP-0894

Use and Maintenance of S Sonic irrigator

NEL-SOP-0901

Filter integrity testing: determination of compatibility for filters

NEL-SOP-0902

Filter integrity testing: product wet integrity test

NEL-SOP-0903

Filter integrity testing: bacterial retention test

NEL-SOP-0904

Filter integrity testing: growth inhibition test of drug product

NEL-SOP-0911

Filter integrity testing: Culturing Brevundimonas diminuta

NEL-SOP-0912
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Use and maintenance of the filter integrity tester

08 September 2025
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NEL-SOP-0913 Filter integrity testing: Conditioning of Filters with Media

NEL-SOP-0922 IT Computer System Change Control

NEL-SOP-0925 Use and maintenance of Matachana steam sterilizer

NEL-SOP-0927 Conduct of a method validation study and a study with a validated target
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NEL-SOP-0929 Use and maintenance of EQ0641

08 September 2025 Note: This list is for reference only and may change at any time. See MasterControl system for official list. Page 7 of 7





