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Food & Drug Administration Code of Federal Regulations (CFRs) - Mini Handbooks for all Industries
A great training and information tool for providing all employees with the regulatory requirements

For the Drug, Nutrition, Food, Cosmetic, Biologic, Medical Device, Blood Industries, Clinical and Laboratory E
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H
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]

Ship to Address: Bill to Address: E

Actual Size 3.75 x 6.25

Most Popular Standard Booklets:

ISBN No: Book: Single or 20 Pack Qty: Total:
1-933734-21-3 21 CFR Parts 210/ 211 Drug GMPs [1$3.20  [J20-Pack $60
1-933734-14-0 21 CFR Part 58 Good Laboratory Practice GLPs |:|$3.ZO [ 20-Pack $60
1-933734-50-7 21 CFR Part 820 Quality Systems Regulation [1$3.20  []20-Pack $60
1-933734-03-5 21 CFR Parts 11 & 210/211 Electronic Records & Drug GMPs [J$595  [J20-Pack $110
1-933734-06-X 21 CFR Parts 11 & 820 Electronic Record and Quality Systems [I$595 [ 20-Pack $110
1-933734-52-3 21 CFR Parts 11 & 210/211 & 820 ERES, Drug GMPs & QSRs |:|$6.90 [ 20-Pack $125
1-933734-28-0 Biological Combo GMPs - 600, 601, & 610 |:|$6.90 [ 20-Pack $125
1-933734-54-X GMP Combo Booklet - Parts 11, 210 /211, 820 & ICH Q7 I:I$9.90 |:| 20-Pack $175
1-933734-55-8 Multi-US Combo GMP s 11, 58, 210/211, 600, 601, 610 & 820 D$9.90 [ 20-Pack $175
1-933734-57-4  Clinical GCP Combo - 11, 50, 54, 56, 312, 314 & ICH E2A & E6 [I$9.90  [J20-Pack $175
1-933734-58-2 Medical Device - 11, 50, 54, 56, 807, 812, 814, 820, 510k & PMA |:|$9.90 [ 20-Pack $175
978-1-935131-43-4  Combination Products Basic Handbook 2 - 3,11,210/211,820,Q7,FAQs, GMPs & Definition |:|$10.90 []20-Pack $195
978-1-935131-54-0 Dietary Supplements - Part 111 [I$5.95  [J20-Pack $110
978-1-935131-46-5 Master GMP Trainer - 11, 58, 210/211, 820, GMPs for the 21 Century & QS Approach to GMPs |:|$9.90 [ 20-Pack $175
978-1-935131-60-1 | ICH Quality Handbooks - ICH Q7, Q8, Q9, Q10 [J$790  [20-Pack $150
978-1-935131-02-1 EU - US GMPs — EU Chapters 1-9 & Standard GMPs, 11,210/211, 820 & ICHQ7 |:|$12.90 [1 20-Pack $250
978-1-935131-05-2 Device Trainer - Medical Device Quality Systems Manual with Part 820 |:|$1 190  []20-Pack $175

Other Booklets Available (See Back Page for Additional Booklets! - For Mix and Match Quotes see Back Page)
ISBN No: Book: Qty: Cost Ea: Total:
PO or Credit Card No: Exp. Date:

Logos: Free for single booklet orders over 500 booklets (Black Logo only):
o From 100 - 499 qty add $150 e Color Logos add $150
Booklet Send all .tif, .pdf or .eps logos to art@gmppublications.com

Product Cost: $

Logo Charge: Coupon Code: Approximate Shipping and Handling: Call for exact pricing!

Color Charge: $ o 10-49 $30.00 e 50-100 $35.00 o 101-249 $45.00
*Shipping & o 250-499 $55.00 ¢ 500-1000 $70.00 e 1000+ Call!
Handling: $ Additio_na! shipping charges may apply due to sizg gnd weights of booklets.
Sales Tax: For shipping outside the continental US call for pricing.

7% NJ Only: $ Paying by Check? Make checks payable to: GMP Publications P.O. Box 335,
Total: $ Medford, NJ 08055 Federal Tax ID No. 02-0590985

PLEASE NOTE: There is a 25% restocking fee for all non-customized booklets! All customized orders are final! All customized orders require customer's approval of logos,
customizations, PMS colors, in writing before printing. TShipping rates for estimating purposes and may change due to weight, size and shipping location. Questions? Call 856-810-7331

*Various booklets are updated throughout the year as changes occur — See http://www.gmppublications.com/changelist.htm
Tel No: 856-810-7331 www.gmppublications.com FAX No: 856-810-7339

or 866-544-9001 www.fda.com or 866-544-9002


mailto:art@gmppublications.com
http://www.gmppublications.com/
http://www.fda.com/

Condensed GMP Publications, Inc. Booklet Price List -
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 1-933734-51-5 11 with Scope & Application and Preambles $6.90
1-933734-01-9 11 & 58 - Part 11 w/Scope & App. & 58 (GLP) $5.95 1-933734-52-3 11, 210/211 & 820 ERES, Drug GMPs & QSRs $6.90
978-1-935131-45-8 Parts 11, 58 & 820 $6.90 1-933734-53-1 11, 210/211, 606, 820 Combo Blood GMPs and QSRs $9.90
1-933734-02-7 11 & 110 - Electronic Records with Food GMPs $5.95
978-1-935131-48-9 11 and 111 - Dietary Supplements and Electronic Records $6.95 POPULAR COMBINATIONS — AD YOUR OWN PARTS - CALL 856-810-7331
1-933734-03-5 11 & 210/211 ERES & Drug GMPs $5.95 1-933734-54-X Standard-GMPs 11, 210, 211, 820 & ICH Q7 $9.90
1-933734-04-3 11, 203 & 205 - Prescription Drug Marketing *5.95 1-933734-55-8 Multi-US GMPs 11, 58, 210/211, 600, 601, 610 & 820 $9.90
1-933734-05-1 11 & 210/211 w/ Keyword Index $6.90 1-933734-56-6 GMP2 - 11, 58, 210/211, 820 & ICH E6 $9.90
1-933734-06-X 11 & 820 Electronic Record and Quality Systems $5.95 1-933734-57-4 Clinical GCP - 11,50,54,56,312,314 & ICH E2A- E6 $9.90
1-933734-07-8 11 & Computerized Systems used in Clinical Investigations *5.95 1-933734-58-2 Med. Device - 11,50,54,56,807,812,814,820,510k & PMA $9.90
1-933734-08-6 11 & the GMP Part 11 Check List *5.95
1-933734-09-4 13 Public Hearing Before a Public Board of Inquiry *3.20
1-933734-10-8 50, 54 & 56 Clinical Basic Combo Handbook $5.95 Chinese 210/211 Drug GMPs *3.20
1-933734-11-6 50 - Protection of human subjects $3.20 Chinese / US GMPs 210/211 Dual Language Book *6.90
1-933734-12-4 54 - Financial disclosure by clinical invest. $3.20 1-933734-63-9 Spanish 11 - Electronic Records *3.20
1-933734-13-2 56 - Institutional Review Boards $3.20 1-933734-64-7 Spanish 210/211 - Drug GMPs *3.20
1-933734-14-0 58 - Good Laboratory Practice GLPs $3.20 1-933734-65-5 Spanish 820 - QSRs *3.20
1-933734-15-9 101 - Food Labeling NOTE: 50 book minimum order *14.95 1-933734-66-3 Spanish 110 GMP for Food Industry *3.20
1-933734-16-7 110 - Good Manufacturing Practice for Food Industry $3.20 1-933734-67-1 Spanish Parts 11, 210/211 & 820 $6.90
978-1-935131-54-0 111 - Dietary Supplements w/ Optional Part 11 $5.95 1-933734-68-X Spanish Parts 11 & 210/211 — Drug GMPs $5.95
1-933734-17-5 200 - General (Drug GMPs) *3.20 Croatian Parts 210/211 — Drug GMPs *3.20
1-933734-18-3 201 — Labeling for Drug Industry $6.90
1-933734-19-1 203 - Prescription Drug Marketing *3.20
1-933734-20-5 205 - Guidelines State Lic. of Wholesale Prescrip. Drug... *3.20 978-1-935131-42-7 Compi_nation Products Basic Handbook 1- Earts 3- %320
1-933734-21-3 210/211 - Drug Industry GMPs $3.20 Definition of Combo Products, FAQ and Guidance for... :
1-933734-22-1 210/211 w/ Keyword Index $6.90 978-1-935131-43-4 COmpination Products Basic Handbook 2-Part s *10.90
1-933734-23-X 210/211 with Drug Preambles $9.90 3,11,210/211,820,Q7,FAQs, GMPs & Definition :
1-933734-24-8 312 - Investigational New Drug Application *6.90
1-933734-91-4 312, 314 & 511 - GCP Human & Animal Drug. $9.90
1-933734-26-4 316 - Orphan Drugs *3.20 NEW! EU - US GMPs
1-933734-28-0 600, 601, 610 - Biological GMPs $6.90 978-1-935131-00-7 EU Chapters 1-9 $6.90
1-933734-29-9 600 - Biological products: general $3.20 978-1-935131-02-1 EU GMPs with US GMPs, 11,210/211, 820 & ICHQ7 $12.90
1-933734-30-2 601 - Licensing - Biologics $3.20 978-1-935131-55-7 EU GMPs Chapter 1-9, US Standard GMPs and Annex 1 $13.25
1-933734-31-0 606 - Blood Industry GMPs $3.20 978-1-935131-01-4 Basic EU GMPs with ICH Q7, Q8, Q9 and Q10 $13.90
1-933734-90-6 11 & 606 Electronic Systems for Blood Industry *5.95 978-1-935131-97-7 EU GMPs with Annex 11,15,16 & 18 $10.90
1-933734-89-2 58 & 606 Good Laboratory Practice / Blood Industry *5.95
1-933734-32-9 607 Establ. Regist. & Prod. Listing for Manuf. of Blood $3.20
1-933734-33-7 610 - General biological products standards $3.20
1-933734-34-5 640 - Add. Standards for human blood and blood products $3.20 MEDICAL DEVICE QUALITY SYSTEMS MANUALS - REFERENCES
1-933734-35-3 660 - Standards for Diagnostic Substances for Lab. Tests $3.20 978-1-935131-39-7 Quality Systems Manual $9.90
1-933734-36-1 680 - Additional Standards for Miscellaneous Products $3.20 978-1-935131-05-2 QS Manual with Part 820 $11.90
1-933734-38-8 700 - General (Cosmetics) $3.20 978-1-935131-06-9 QS Manual w/820& Audit Checklist $13.90
1-933734-39-6 701 - Cosmetic Labeling $3.20 978-1-935131-07-6 QS Manual with Part 11, 210/211 & 820 $15.90
1-933734-40-X 700 & 701 - Cosmetic Industry $5.95 978-1-935131-08-3 QS Manual with Part 11, 210/211, 820 & Audit Checklist $17.90
1-933734-41-8 Cosmetic GMPs — 11, 210/211, 700, 701 & ‘Is it a Cosmetic?’ $6.90
1-933734-42-6 801 - Labeling - Medical Devices $3.20
1-933734-43-4 803 - Medical Device Reporting $3.20 ICH GUIDELINES - MIX & MATCH - ADD OTHER COMBINATIONS — CALL FOR DETAILS!
1-933734-44-2 806 - Med. Devices; Reports of Corrections & Removal $3.20 1-933734-72-8 ICH E2A - Clinical Safety Data Manage... *3.20
1-933734-89-2 PMA & 510k Medical Device Guidance Manual $5.95 1-933734-73-6 ICH E2B(M) - Clinical Safety Data Mgmt *3.20
1-933734-45-0 807 - Est. Reg. & Dev. List for Manuf. & Initial Importers $3.20 1-933734-88-4 ICH E2A & E2B *5.95
1-933734-46-9 809 - In Vitro Diagnostic Products for Human Use $3.20 1-933734-74-4 ICH E4 - Dose-Response Information... *3.20
1-933734-47-7 810 - Medical Device Recall Authority $3.20 1-933734-75-2 ICH E6 - Good Clinical Practice - *6.90
1-933734-48-5 812 - Investigational Device Exemptions $3.20 1-933734-76-0 ICH E8 - Gen Considerations for Clinical Trials *3.20
1-933734-49-3 814 - Premarket Approval of Medical Devices $3.20 1-933734-77-9 ICH M3 - Timing of Pre-clinical Studies... *3.20
1-933734-50-7 Part 820 - Quality Systems Regulations $3.20 1-933734-78-7 ICH Q1A - Stability Testing of New Drug... *3.20

Part 820 with 820 Preambles $9.90 1-933734-79-5 ICH Q1E - Evaluation of Stability Data *3.20

1-933734-61-2 1270 - Human Tissue Intended for Transplantation $3.20 1-933734-93-0 ICH Q2B - Validation of Analytical Procedures *3.20
1-933734-62-0 1271 - Human Cells, Tissues, Cellular and Tissue... $3.20 1-933734-80-9 ICH Q5A - Viral Safety Eval. of Biotech... *3.20
1-933734-71-X 1270 & 1271 Combination Booklet $6.90 1-933734-81-7 ICH QS5E - Comparability of ... *3.20
1-933734-59-0 Computerized Systems used in Clinical Investigations $3.20 1-933734-82-5 ICH Q7 - Good Manufacturing Practices ... *3.20
1-933734-60-4 European Clinical Trials Directive (2001/20/EC) $3.20 1-933734-83-3 ICH Q8 - Pharmaceutical Development *3.20
1-933734-84-1 ICH Q9 - Quality Risk Management *3.20

Part 101 Food Labeling with Part 110 GMPs 16.95 1-933734-85-X ICH Q8 & Q9 - Combination $5.95

Part 101 Food Labeling with Part 111 Supplement GMPs 16.95 978-1-935131-60-1 ICH Q7, Q8, Q9, Q10 - Quality Handbooks $7.90

Part 11, 101, 110 and Part 111 Food / Supplement GMPs *21.95 1-933734-94-9 ICH S2A - Guidance - Reg. Tests for Pharma. *3.20

1-933734-86-8 ICH S6 - Preclinical Safety Evaluation... *3.20

1-933734-87-6 ICH S7A - Safety Pharmacology Studies... *3.20

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
5-99 100 - 249 250 - 499 500 - 999 1000 - 2499 2500 - 4999 . Standard Operating Procedures
$3.20 $3.10 $3.00 $2.90 $2.70 $2.10 . Line Card Advertisements and Product Line Specifications
$5.95 $5.85 $5.75 $5.45 $4.95 $4.35 . Site Plans, Building Diagrams, Schematics
$6.90 $6.80 $6.70 $6.50 $5.90 $4.50 . GMP, GLP, GCP, OSHA Check Lists
$9.90 $9.80 $9.70 $8.90 $7.90 $6.70 . QA / RA, Corporate Policies & Procedures
NOTE: All Sales are final on ALL Customized Booklets! 25% Restocking Fee for Non-Custom Orders! .

Shipping rates are estimates only and may vary due to weight, size and ship location.

. Photographs, Drawings and Maps, etc...

Employee Instructions / Manuals / Procedures / Safety Instructions

Faxform090101

Order On-line at http://www.gmppublications.com!
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