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Most Popular Standard Booklets:  NOTE – Quantity Discounts Apply – Call to day for more information! 
1-933734-00-0  21 CFR Part 11  Electronic Records; Electronic Signatures with Scope & Applications  $3.20   

1-933734-21-3  21 CFR Parts 210 / 211 Drug GMPs  $3.95   

1-933734-05-1  21 CFR Parts 11 & 210/211 Electronic Records & Drug GMPs with 210/211 Keyword Index  $7.90   

1-933734-14-0  21 CFR Part 58 Good Laboratory Practice GLPs  $3.95   

1-933734-50-7  21 CFR Part 820 Quality Systems Regulation  $3.95   

1-933734-03-5  21 CFR Parts 11 & 210/211 Electronic Records & Drug GMPs  $6.90   

1-933734-06-X  21 CFR Parts 11 & 820 Electronic Record and Quality Systems  $6.90   

1-933734-52-3  21 CFR Parts 11 & 210/211 & 820 ERES, Drug GMPs & QSRs  $7.90   

1-933734-28-0  Biological Combo GMPs - 600, 601, & 610  $7.90   

1-933734-54-X  GMP Standard Combination Booklet – Parts 11, 210 /211, 820 & ICH Q7  $9.90   

1-933734-55-8  Multi-US Combo GMP s 11, 58, 210/211, 600, 601, 610  & 820  $9.90   

1-933734-57-4  Clinical GCP Combo - 11, 50, 54, 56, 312, 314 & ICH E2A & E6  $9.90   

1-933734-58-2  Medical Device – 11, 50, 54, 56, 807, 812, 814, 820, 510k & PMA  $9.90   

978-1-935131-96-0  EU GMPs Chapters 1-9 -  US GMPs Parts 11, 210/211, 820 with ICH Q7, Q8, Q9 & Q10  $15.90   

978-1-935131-54-0  Dietary Supplements – Part 111  $3.95     

978-1-935131-30-4  US-EU-Japanese GMP Handbook Parts 11, 210 /211, 820 & ICH Q7, EU 1-9 & Japanese GMPs  $17.95   

978-1-935131-29-8  GMP Auditor’s Basic Handbook – Part 11 Electronic Systems, Drug GMPs 210/211 & QSR 820  $17.95   

978-1-935131-27-4  Clinical Master Reference Guide  $79.90   

978-1-935131-09-0  GLP Master Handbook Parts 11, 58, 606, 610, & 820 with 42-493 & OECD GLP Series 1  $15.95   

978-1-935131-03-8  Canadian  GMP Handbook  $7.90   

978-1-935131-08-3  Quality Systems Manual with Parts 11, 210/211, 820 & QSR Auditor’s Checklist  $17.90   

978-1-935131-10-6  QSIT Quality Systems Inspection Techniques with Parts 11, 803, 806, 820 & 821  $9.90   

978-1-935131-60-1  ICH Q7, Q8, Q9 & Q10  $7.90   
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All Booklets are subject to availability – *Not Available in single orders – 5 Book Minimum - Please call 856-810-7331  
STOCK NO. PART DESCRIPTION Ea. STOCK NO. PART DESCRIPTION Ea. 

 1-933734-00-0 11 - Electronic Records w/ Scope & Applications” (03) $3.20 NEW!     
1-933734-01-9 11 & 58 - Part 11 w/Scope & App. &  58 (GLP) $6.90 1-933734-63-9 Spanish  11 - Electronic Records *$3.95 
978-1-935131-45-8 11, 58 & 820  $7.90 1-933734-64-7 Spanish  210/211 - Drug GMPs *$3.95 
1-933734-03-5 11 & 210/211 ERES & Drug GMPs $6.90 1-933734-65-5 Spanish  820 - QSRs *$3.95 
1-933734-04-3 11, 203 & 205 - Prescription Drug Marketing *$6.90 1-933734-68-X Spanish Parts 11 & 210/211 – Drug GMPs $6.90 
1-933734-05-1 11 & 210/211 w/ Keyword Index $7.90 1-933734-67-1 Spanish Parts 11, 210/211 & 820 $7.90 
1-933734-06-X 11 & 820 Electronic Record and Quality Systems $6.90 1-933734-66-3 Spanish  110 GMP for Food Industry *$3.95 
1-933734-07-8 11 & Computerized Systems used in Clinical Investigations *$6.90 978-1-935131-47-2 Spanish / English Part 110 $6.95 
1-933734-08-6 11 & the GMP Part 11 Check List *$6.90    
1-933734-51-5 11 with Scope & Application and Preambles $7.90 978-1-935131-14-4 Chinese / US GMPs 210/211 Dual Language Book *$7.90 
1-933734-53-1 11, 210/211, 606, 820  Combo Blood GMPs and QSRs $9.90 1-933734-78-7 Chinese/US Part 820 Dual Language Book $6.90 
1-933734-56-6 GMP2 - 11, 58, 210/211, 820 & ICH E6 $9.90    
1-933734-10-8 50, 54 & 56 Clinical Basic Combo Handbook $6.90 1-933734-83-3 Canadian Medical Device Regulations 98-282 $3.95 
1-933734-14-0 58 - Good Laboratory Practice GLPs $3.95 978-1-935131-03-8 Canadian GMPs 2009 $7.90 
1-933734-18-3 200 & 201 – General Drug and Labeling Combination $7.90 978-1-935131-30-4 US/EU/Japanese GMPs $17.95 
1-933734-21-3 210/211 - Drug Industry GMPs $3.95 978-1-935131-28-1 US/EU/Canadian Medical Device $29.95 
1-933734-22-1 210/211 w/ Keyword Index $6.90  978-1-935131-43-4 Combination Products Basic Handbook 2 – 

3,11,210/211,820,Q7,FAQs, GMPs & Definition $10.90 1-933734-23-X 210/211 with Drug Preambles $9.90 
1-933734-24-8 312 - Investigational New Drug Application *$7.90 NEW! 
1-933734-91-4 312, 314 & 511 - GCP Human & Animal Drug.  $9.90 

978-1-935131-27-4 
GCP Master Reference Guide - 21 CFR Parts 
11,50,54,56,312,314,316,320, Programs 7348.810, 7348.811, 
USFDA Guidance Documents, ICH E2A, ICH E2E,ICH E6 
(R1),ICH E8,EU & Helsinki Directives, Audit Checklists 

$79.90 1-933734-26-4 316 - Orphan Drugs *$3.95 
   
   
   978-1-935131-29-8 Auditors Handbook- 21 CFR Parts 11, 210/211 and 820 with 

Audit Checklists for 11, 210/211, 820 $17.95    
1-933734-28-0 600, 601, 610 - Biological GMPs $7.90 978-1-935131-25-0 Eudralex - Vol 9A (8.5"x11")  - Pharmacovigilance $17.90 1-933734-31-0 606 - Blood Industry GMPs $3.95 
1-933734-90-6 11 & 606 Electronic Systems for Blood Industry *$6.90 978-1-935131-09-0 General Principals of GLP - Series 1 -(4.5"x7.5") - 21 CFR Parts 

11, 58, 606, 610, 820 and 42 CFR Part 493 and OECD   $16.90 1-933734-89-2 58 & 606 Good Laboratory Practice / Blood Industry *$6.90 
1-933734-32-9 607 Establ. Regist. & Prod. Listing for Manuf. of Blood $3.95 EU - US GMPs 
1-933734-34-5 640 - Add. Standards for human blood and blood products *$3.95 978-1-935131-00-7 EU Chapters 1-9  $7.90 
1-933734-35-3 660 - Standards for Diagnostic Substances for Lab. Tests *$3.95 978-1-935131-02-1 EU GMPs with US GMPs, 11,210/211, 820 & ICHQ7 $12.90 
1-933734-36-1 680 - Additional Standards for Miscellaneous Products *$3.95 978-1-935131-55-7 EU GMPs Chapter 1-9, US Standard GMPs and Annex 1 $13.25 
1-933734-41-8 Cosmetic GMPs – 11, 210/211, 700, 701 & ‘Is it a Cosmetic?’ $7.90 978-1-935131-96-0 EU GMPs 1-9 -  US 11, 210/211, 820 with ICH Q7, Q8, Q9 & Q10 $15.90 
   978-1-935131-98-4 EU GMPs with Annex 11,15,16 , 18 and 19 $11.90 
1-933734-42-6 801 - Labeling - Medical Devices $3.95    
1-933734-43-4 803 - Medical Device Reporting $3.95    
1-933734-44-2 806 - Med. Devices; Reports of Corrections & Removal $3.95 MEDICAL DEVICE QUALITY SYSTEMS MANUALS – REFERENCES 
1-933734-45-0 807 – Est. Reg. & Dev. List for Manuf. & Initial Importers $3.95 978-1-935131-06-9 Quality Systems Manual with 820 & Audit Checklist $13.90 
1-933734-46-9 809 - In Vitro Diagnostic Products for Human Use $3.95 978-1-935131-08-3 QS Manual with Part 11, 210/211, 820 & Audit Checklist $17.90 
1-933734-47-7 810 - Medical Device Recall Authority $3.95    
1-933734-48-5 812 - Investigational Device Exemptions $3.95 MEDICAL DEVICE QSIT MANUALS 
1-933734-49-3 814 - Premarket Approval of Medical Devices $3.95  978-1-935131-18-2 QSIT Manual with Parts 11 & 820 $7.95 
1-933734-50-7 820 - Quality Systems Regulations $3.95 978-1-935131-10-6 QSIT Manual with Parts 11, 803, 806, 820 & 821 $9.90 
1-933734-94-9 820 with 820 Preambles $9.90    
      
1-933734-71-X 1270 & 1271 Combination Booklet $7.90    
      
978-1-935131-15-1 Electronic Systems Master Handbook $11.90    
978-1-935131-31-1 GMP PAT Handbook $14.85    
   ICH GUIDELINES -  MIX & MATCH -  ADD OTHER COMBINATIONS – CALL FOR DETAILS! 

     ICH E2A & E2B *$6.90 
    ICH E8 - Gen Considerations for Clinical Trials  *$3.95 
    ICH Q1A - Stability Testing of New Drug…  *$3.95 

FOOD AND DIETARY SUPPLEMENTS  ICH Q1E - Evaluation of Stability Data  *$3.95 
1-933734-16-7 110 - Good Manufacturing Practice for Food Industry $3.95   ICH Q2(R1) – Validation of Analytical Procedures *$3.95 
978-1-935131-54-0 111 - Dietary Supplements $3.95    

  
ICH Q5A - Viral Safety Eval. of Biotech…  
ICH Q5C – Stability testing of Biological  Products 
ICH Q5D - Derivation and Characterisation of Cell... 
ICH Q5E – Comparability of Biotechnological/Biological… 

*12.95 978-1-935131-20-5 110 and 111 – Food GMPs / Dietary Supplements $6.90 
1-933734-02-7 11 and 110 – Electronic Records with Food GMPs $6.90 
978-1-935131-48-9 11 and 111 – Dietary Supplements and Electronic Records $6.90 
978-1-935131-21-2 11, 110 and 111 – Elect. Records / Food / Dietary $7.90  1-933734-82-5 ICH Q7 – Good Manufacturing Practices … *$3.95 
978-1-935131-11-3 101 Food Labeling with Part 110 GMPs $18.95   ICH Q8 - Pharmaceutical Development *$3.95 
978-1-935131-22-9 106, 107 and 110 – Infant Formula $5.95   ICH Q9 - Quality Risk Management *$3.95 
1-933734-79-5 110, 130, 131 and 133 – Milk and Dairy $15.90  978-1-935131-61-8 ICH Q8, Q9, Q10 - Quality Handbooks *$6.90 
1-933734-86-8 108, 110, 113 and 114 – Low Acid Foods $9.90  978-1-935131-60-1 ICH Q7, Q8, Q9, Q10 - Quality Handbooks *$7.90 

 1-933734-87-6 11, 110, 120 & 123 – GMPs for Fish Industry $9.90  
 

ICH S2A – Guidance – Reg. Tests for Pharma. 
ICH S6 - Preclinical Safety Evaluation… 
ICH S7A - Safety Pharmacology Studies… 

*$7.90 1-933734-93-0 11, 110, 120 & 123  w/ Part 101 Food Label– GMPs for Fish Ind $17.95  
     

       
       

             Request a Quote for Customized Mix & Match Booklets – Note: Minimum Quantities Apply                 Customize your own booklets!,      B/W or Color Logos! 
Sample Quantity Discounts for Standard Booklets • Logos, Back Pages, Inside Pages 

• Standard Operating Procedures 
• Line Card Advertisements and Product Line Specifications 
• Site Plans, Building Diagrams, Schematics 
• GMP, GLP, GCP, OSHA Check Lists 
• QA / RA, Corporate Policies & Procedures 
• Employee Instructions / Manuals / Procedures / Safety Instructions 

1 - 50 51 - 99 100 - 249 250 - 499 500 - 999 1000 – 2499 2500 - 4999 
$3.95 3.60 $3.30 $3.00 $2.90 $2.70 $2.10 
$6.90 6.60 $6.25 $5.75 $5.45 $4.95 $4.35 
$7.90 7.60 $6.80 $6.70 $6.50 $5.90 $4.50 
$9.90 9.80 $9.70 $9.60 $8.90 $7.90 $6.70 
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