Integrated Analytical Solutions, Inc.

GxP Division
Current SOP Index

SOP No.

Version No. \

SOP Title

CPS - Computer Systems

CPS-001-0011 5 Governing Policy for Computer Systems

CPS-002-0011 5 Computer System Validation

CPS-003-0011 3 CPS Validation Master Plan

CPS-004-0011 4 User Requirement Risk Assessment

CPS-007-0011 3 Security, Backup, and Disaster Recovery for Computer Systems

CPS-008-0011 2 Change Control for Computer Systems

CPS-011-0011 3 Periodic Review of Computer Systems

CPS-012-0011 2 Retirement and Decommissioning of Computer Systems

CPS-013-0013 2 System Administration of Computer Systems and IT Infrastructure

EQP - Equipment

EQP-001-0011 4 Operation of the Shimadzu HPLC System Using Class-VP

EQP-002-0011 5 Qualification, (.)pe‘ration, and Maintenance of Shimadzu High
Performance Liquid Chromatography (HPLC) Components

EQP-003-0011 3 Operation of the API4000 Mass Spectrometer Using Analyst

EQP-004-0011 3 Qualification and Maintenance of the APl 4000 Mass Spectrometer
Calibration, Operation, and Maintenance of the Mettler AG285

EQP-005-0011 4 Balance and the Mettler AX26 Balance

EQP-006-0011 3 Operation and Maintenance of the Milli-Q Water System

EQP-008-0011 3 Change Control of Laboratory Equipment

EQP-009-0012 0 Qualification, Maintenance and Use of the Purair 5-48XT Ductless
Chemical Fume Hood

EQP-013-0013 1 Installation, Operat.ion, and Performance Qualification (I0PQ)
Procedures for Equipment

EQP-014-0015 1 Qualification and Operation of the UV-Vis Spectrophotometer

EQP-015-0015 0 Cfertifi'cation, Operati.on, and Maintenance of the Baker VBM-400
Biological Safety Cabinet

EQP-016-0016 0 Mfaasurement of Osmolality Using the Advanced Instruments
Micro-Osmometer

EQP-017-0016 0 Measurement of pH Using the Thermo Orion 230 A+ pH Meter

EQP-018-0016 3 Qualification, Operation, and Maintenance of the SpectraMax M2
Plate Reader

EQP-019-0016 0 Qualification and Use of Timers

EQP-020-0016 1 Qualification and Use of Thermometers

EQP-021-0016 1 Operation of the Molecular Devices M2 Plate Reader using SoftMax
Pro GxP Software

EQP-022-0015 0 Qualification and Use of Hygrometers

FAC - Facilities

FAC-001-0011 2 Washing Glassware

FAC-002-0011 1 Facility Management

FAC-003-0012 1 Hazardous Materials

LOP - Laboratory Operations

LOP-001-0011 3 Operation, Maintenance, and Calibration of Micropipettes

LOP-002-0011 4 Sample Tracking and Management

LOP-003-0011 4 Reference Standards and Standard Solutions

LOP-004-0011 5 Receipt of Laboratory Chemicals and Reagents

LOP-005-0011 2 Preparation and Labeling of Reagents and Solutions
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LOP-006-0011 5 Operation of the Temperature Monitoring System using Data
Capture Software
LOP-009-0013 2 Incurred Sample Reanalysis
LOP-011-0013 1 Nonclinical Dose Formulation Analytical Method Validation
LOP-012-0013 2 Validation and Use of Bioanalytical Test Methods
LOP-013-0013 1 Stability Studies
LOP-014-0013 1 Preparation of Test Methods and Test Method Worksheets
LOP-015-0013 9 Qualification of TemperatureGuard Temperature Monitoring Unit
and Storage Chambers
LOP-016-0014 0 Validation of Analytical Test Methods
LOP-017-0016 0 Transfer of Analytical Test Methods

ORG - Organization and Personnel

ORG-001-0011

3

Training Procedures

ORG-004-0016

0

Non-GxP Operations

QAU - Quality Assurance Unit

QAU-001-0011 2 Laboratory OOS Results Investigation

QAU-008-0011 3 Good Documentation Practices and Laboratory Notebook
Procedures

QAU-010-0011 2 Maintenance of the Study Master Schedule

QAU-011-0011 4 Standard Operating Procedures

QAU-014-0011 0 Managing Regulatory Inspections

QAU-017-0012 3 Corrective and Preventive Actions (CAPA) System

QAU-018-0012 2 Internal Audits

QAU-019-0012 2 Customer Complaints

QAU-020-0012 2 Use of Electronic Signatures in Adobe Acrobat

QAU-021-0012 2 Deviations

QAU-022-0013 1 Good Laboratory Practice (GLP) Compliance

QAU-023-0013 1 Responsibilities and Authority of the Quality Unit

QAU-025-0013 0 Supplier Qualification

QAU-026-0013 2 Document Control

QAU-027-0013 3 Bioanalytical OOT Retest Procedures

QAU-028-0014 1 Records Management

QAU-029-0014 3 Data Review Procedures

QAU-030-0014 1 Electronic Logs
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