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Appendix A 

Master List of QMS Documents 

LGGS Inc./ LGGS Florida, Inc Microbiology/ Laboratory Operational Procedures 

SOP Number Standard Operating Procedures (SOP) Date Revision 

O-SOP-0001 General Quality Policy Statement 02/29/24 003 

O-SOP-0005 SOP Preparation and Data Entry Control 01/25/19 002 

O-SOP-0010 Change Control 01/25/19 002 

O-SOP-0015 Document Control 09/30/21 013 

O-SOP-0020 Document Nonconformity 01/08/19 004 

O-SOP-0025 Corrective/ Preventive Actions 06/02/20 006 

O-SOP-0030 Deviations from Protocol, Procedure or Specification 01/25/19 001 

O-SOP-0035 Contamination Control 09/21/22 004 

O-SOP-0040 Calibration of Laboratory Equipment 08/03/23 005 

O-SOP-0045 Laboratory Equipment Maintenance 08/03/23 005 

O-SOP-0050 Test Design Control  01/25/19 001 

O-SOP-0055 Receipt of Test Samples & Test Request Review  01/25/19 005 

O-SOP-0060 Report of Test Results 09/04/19 002 

O-SOP-0065 Fax Transmittal of Test Results 01/25/19 001 

O-SOP-0070 Signature Requirements 01/25/19 003 

O-SOP-0075 Raw Data Preparation & Storage 03/8/24 003 

O-SOP-0080 Storage of Laboratory Quality Records  03/8/24 004 

O-SOP-0085 Purchasing Control 02/28/24 012 

O-SOP-0090 Procedure for Creating Customer Related Documentation 01/25/19 001 

O-SOP-0095 Personnel Training 02/29/24 009 

O-SOP-0100 Customer Complaints/ Customer Feedback 02/28/24 004 

O-SOP-0105 Quality Audits 09/30/21 006 

O-SOP-0110 Risk Management 01/25/19 002 

O-SOP-0115 Procedure for Management Review 02/29/24 002 

O-SOP-0120 Procedure for Equipment/ Software Validation 01/25/19 000 

O-SOP-0125 Procedure for Inter-laboratory Proficiency Review 01/25/19 001 

O-SOP-0130 Client Confidentiality and Proprietary Rights 01/25/19 000 



QM.LGGS.0000 Rev 13 

Page 16 of 17 

COPY  CONTROLLED DOCUMENT 

  

SOP Number  Standard Operating Procedures (SOP)  Date  Revision 

M-SOP-0001  (GLP) Good Laboratory Practices Study Procedure  01/25/19  001 

M-SOP-0005  Handling Procedure  01/25/19  003 

M-SOP-0010  Storage Procedure  01/25/19  002 

M-SOP-0015  Labeling & Storage of Laboratory Media and Reagents  01/25/19  002 

M-SOP-0020  Stock Culture Maintenance  01/25/19  002 

M-SOP-0025  Preparation of Phosphate Buffered Water (PBW)  11/03/23  004 

M-SOP-0030  Preparation of Soybean Casein Digest Agar (SCDA)  01/25/19  001 

M-SOP-0035 
 

Preparation of Soybean Casein Digest Broth (SCDB) & 
Fluid Thioglycollate Medium (FTM)  

09/02/21 
 

002 

M-SOP-0040 
 

Procedure for Preparation and Growth Promotion Testing 

of General Purpose Nutrient Medium 
 

 
 

11/03/23   
 

003 

M-SOP-0050  Loading, Operation and Maintenance of Autoclave  01/25/19  003 

M-SOP-0055  Calibration and use of Ph Meters  01/25/19  001 

M-SOP-0060  Removal of Biohazard Waste Materials  01/25/19  003 

M-SOP-0061  Procedure of Microbial Limits Preparatory Testing  01/25/19  005 

M-SOP-0062  Procedure of Microbial Limits Testing  01/25/19  004 

M-SOP-0063 
 

Procedure for Gowning and Working in the General 
Laboratory Area and Hoods  

01/25/19 
 

001 

M-SOP-0064 
 

Procedure for Cleaning of the General Laboratory Area 
and Hoods 

 
01/25/19 

 001 

M-SOP-0065  Bioburden Testing  01/25/19  003 

M-SOP-0070  Standard Plate Count  01/25/19  002 

M-SOP-0075  Modified Spore Strips and Inoculated Products  01/25/19  003 

M-SOP-0080  Total Plate Count of Spore Strips Suspensions  01/25/19  003 

M-SOP-0085  Gowning and Entry into Sterile Test Suite  01/25/19  002 

M-SOP-0090  Sterility Test Facility Control  01/25/19  002 

M-SOP-0095 
 

Cleaning and Sanitation/Disinfection of Sterility Test 
Cleanroom 

 
01/25/19 

 002 

M-SOP-0100  Environmental Monitoring of Laboratory Cleanroom  01/25/19  004 

M-SOP-0105  Use of Incubators for Sterility Testing  01/25/19  005 

M-SOP-0110  Sterility Testing – Spore Strips and Inoculated Products  01/25/19  002 

M-SOP-0115  Sterility Testing by Immersion Method  01/25/19  002 

M-SOP-0120  Sterility Testing by the Membrane Filtration Method  01/25/19  002 

M-SOP-0125  Sterility Testing by the In Situ Method  01/25/19  001 

M-SOP-0130  Procedure for Method Suitability Test (B/F)  01/25/19  003 
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M-SOP-0135  Interpretation of Sterility Test Results  01/25/19  001 

M-SOP-0140  Gram Stain Determination  01/25/19  001 

M-SOP-0145  Spore Stain Determination  01/25/19  001 

M-SOP-0150  Samples for Organism Identification  02/04/20  003 

M-SOP-0155  Cleanroom Contamination Control Practices  01/25/19  001 

M-SOP-0160  Cleanroom Facility Microbial Monitoring  01/25/19  003 

M-SOP-0161  Procedure for Cleanroom Particulate Classification  01/25/19  004 

M-SOP-0165  Depyrogenation Oven Validation  01/25/19  001 

M-SOP-0170  Depyrogenation of Metal Utensils  01/25/19  001 

M-SOP-0175  LAL Technician Qualification  01/25/19  001 

M-SOP-0180  LAL Reagent Storage and Stability  01/25/19  001 

M-SOP-0185  LAL Lysate Validation  01/25/19  001 

M-SOP-0190 
 

LAL Control Standard Endotoxin/Reference Standard 
Endotoxin Standardization  

01/25/19  001 

M-SOP-0195  LAL Product Validation  01/25/19  001 

M-SOP-0200 
 

Kinetic Turbidimetric Assay for the Quantitation Bacterial 
Endotoxin in Medical Devices  

01/25/19  004 

M-SOP-0201 
 

Procedure for Accelerated Aging of Sterile Barrier 
Systems for Medical Devices  

01/25/19  001 

M-SOP-0205 
 

Procedure for Dye Penetration Inspection Test method 
Rigid or Flexible Packages  

01/25/19  003 

M-SOP-0210 
 

Procedure for Package Challenge Testing by the Dust 
Drum Method  

01/25/19  001 

M-SOP-0215 
 

Gas Chromatography Standards Storage and Stability 
Procedure 

 
10/16/20  003 

M-SOP-0220 
 

Ethylene Oxide Residue Extraction Procedure for Gas 
Chromatography  

01/25/19  002 

M-SOP-0225 
 

Gas Chromatography for Quantification of Ethylene Oxide 
Residue in Medical Devices  

01/25/19  004 

M-SOP-0230  Procedure for Cytotoxicity – Agar Diffusion  01/25/19  001 

M-SOP-0235  Procedure for Cytotoxicity – Elusion Test  01/25/19  001 

 




