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Introduction 

is a system for ensuring that 
products are consistently produced 
and controlled according to the 
quality standards. 
 

 

 

 It is designed to minimize the risks 
involved in any pharmaceutical 
production that cannot be 
eliminated through testing the final 
product. 

 It is designed to ensure that 
mistakes do not occur again. 

2 



Current GMP Guidelines 

Toll free: 1800220234 | www.met.edu 
Bhujbal Knowledge Centre 

Introduction 

 The quality cannot be tested into a 
batch of products but must be built 
into each batch of product during 
all stages of the manufacturing 
process.  

 

 

 

 There must be systems to provide 
documented proof that correct 
procedures are consistently 
followed at each step in the 
manufacturing process. 
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Introduction  
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Introduction  

Metal contamination 

 Wire inside the tablet 

 From source  

     Raw material API /  excipient 

 From the sifter 

 From compression M/C 

cGMP 5 
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Introduction  

100% security sifting  

 Passing through  30 mesh 
      for fine powder – 100 mesh 

 Magnetic grills at the sifter outlet. 
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Introduction  

Metallic contamination during compression 

 practice  
 Metal detector in compression machine chute 

 Any metallic piece of 0.1 mm size is detected  tablet discarded   
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Introduction  

 Tablet compression M/C 
 Capsule filling M/C 

 Metal detector can be installed in 

 Dry syrup filling M/C 
 Liquid oral filling 
 Vial filling 

After filling,  
before capping  
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Introduction  

Roller  Compactor Sifter 

Regular check up for surface intactness 

Pre and post checks 
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are the practices required to confirm 
the guidelines recommended by 
agencies that control 
and for manufacture and 
sale of food, drug products and active 
pharmaceutical products.  

 

• These guidelines provide minimum 
requirements that a pharmaceutical 
or food product manufactures must 
meet to assure that the products are 
of high quality and do not pose any 
risk to the consumer or public. 

 

 

 

Introduction 
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Introduction 

is a common term. 

is a unique term to define most recent guidelines with 
improvement and additions. 
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 As per the current good manufacturing practice process     
 validation (updated) 1976 onwards :- 

Introduction  

called 

GMP cGMP 

regulations given by the under the authority of    
 Federal Food, Drug and Cosmetic Act.  
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of the contains most 
regulations pertaining to food and drugs. 

 

Introduction  

Part 210 Part 211 

Current good 
manufacturing practices in 
manufacturing process is 
packing and holding of 
drug. 

Current for 
finished 
pharmaceuticals. 
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Introduction  

 By saying that any company employs it indicates that 
they are following  210 and 211 and no other.  

 

 The office of compliance division of manufacturing and 
product quality web page provides link to in-process change 
in regulations announced in federal register.  
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 The FDA regulations are printed in 
(21 CFR). 

 

 In addition, the FDA and other 
government agencies publish new 
regulations and proposals in the 
federal register throughout the 
year. 

 

 Books on 21 CFR can be purchased 
from US government printing 
office. 

 

 

Introduction  
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 Title 21, code of federal 
regulation (21 CFR) is updated on 
April 1st of each year. 

 

 

 

Introduction  

 The current edition contains 
nine volumes and is printed 
in paper back books.  
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Introduction 

 Current good manufacturing practices for finished 
pharmaceuticals. 

A 

B 

C 

D 

General Provision   

Organization and Personnel 

Buildings and Facilities  

Equipment 

Subpart 

Subpart 

Subpart 

Subpart 17 
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Introduction 

 Current good manufacturing practices for finished 
pharmaceuticals. 

E 

F 

G 

H 

Control of components and drug product 
containers and closures  

Production and process controls 

Packaging and Labelling Control 

Holding and Distribution 

Subpart 

Subpart 

Subpart 

Subpart 18 
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Introduction 

 Current good manufacturing practices for finished 
pharmaceuticals. 

I 

J 

K 

Laboratory Control 

Records and reports 

Returned and Salvaged Drug Products  

Subpart 

Subpart 

Subpart 
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Introduction 
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Introduction 
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Introduction 
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Title 21 – Food and Drugs 

Chapter I – Food and Drug Administration 

Department of Health and Human Services 

Subchapter C – Drugs : General  

Part 211 Current Good Manufacturing Practice for Finished Pharmaceuticals 

Sec. 211.42 - Design and Construction features  
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Title 21 – Food and Drugs 

Chapter I – Food and Drug Administration 

Department of Health and Human Services 

Subchapter C – Drugs : General  

Part 211 Current Good Manufacturing Practice for Finished Pharmaceuticals 

Subpart C – Building and facilities 

Beta lactam antibiotics such as penicillin, cephalosporin and 
penems : separate manufacturing areas  

Separate or defined areas for the manufacture and processing of 
non penicillin beta lactam products to prevent contamination 
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Title 21 – Food and Drugs 

Chapter I – Food and Drug Administration 

Department of Health and Human Services 

Subchapter C – Drugs : General  

Part 211 Current Good Manufacturing Practice for Finished Pharmaceuticals 

Subpart C – Building and facilities 

At the time of designing and construction of the premises: 

 Preferably separate blocks for penicillin and non penicillin 
products. 

 Each block should be like a one factory. 

 No movement of workers from one block to another block. 

25 



Current GMP Guidelines 

Toll free: 1800220234 | www.met.edu 
Bhujbal Knowledge Centre 

Title 21 – Food and Drugs 

Chapter I – Food and Drug Administration 

Department of Health and Human Services 

Subchapter C – Drugs : General  

Part 211 Current Good Manufacturing Practice for Finished Pharmaceuticals 

Sec. 211.46 - Ventilation, air filtration, air heating and cooling.  
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Title 21 – Food and Drugs 

Chapter I – Food and Drug Administration 

Department of Health and Human Services 

Subchapter C – Drugs : General  

Part 211 Current Good Manufacturing Practice for Finished Pharmaceuticals 

Subpart C – Building and facilities 

 Previously corridors were not defined areas 

 Air bleeding from corridors 

 Process corridors 

˗ Class 1,00,000 - minimum requirement 

˗ Clean air  

˗ Positive pressure  
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Title 21 – Food and Drugs 

Chapter I – Food and Drug Administration 

Department of Health and Human Services 

Subchapter C – Drugs : General  

Part 211 Current Good Manufacturing Practice for Finished Pharmaceuticals 

Subpart C – Building and facilities 

 Air locks 
     Bubble locks 
     Pressurized with respect to adjacent area 

  Process area and adjacent area  classified 

 Ventilation 

Oral  formulation area               10 air change 
Parenterals formulation area  20 air change 

28 



Current GMP Guidelines 

Toll free: 1800220234 | www.met.edu 
Bhujbal Knowledge Centre 

Title 21 – Food and Drugs 

Chapter I – Food and Drug Administration 

Department of Health and Human Services 

Subchapter C – Drugs : General  

Part 211 Current Good Manufacturing Practice for Finished Pharmaceuticals 

Sec. 211.50 - Sewage and refuse 
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Title 21 – Food and Drugs 

Chapter I – Food and Drug Administration 

Department of Health and Human Services 

Subchapter C – Drugs : General  

Part 211 Current Good Manufacturing Practice for Finished Pharmaceuticals 

Subpart C – Building and Facilities 

 For preventing contamination 
 For the healthy environment 

Air should be passed through 0.22 µm 
double HEPA filter 

 Air outlet in the environment 
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Title 21 – Food and Drugs 

Chapter I – Food and Drug Administration 

Department of Health and Human Services 

Subchapter C – Drugs : General  

Part 211 Current Good Manufacturing Practice for Finished Pharmaceuticals 

For decontamination of penicillin and 
cephalosporin 

Treatment with 2% NaOH solution 

Subpart C – Building and Facilities 
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Title 21 – Food and Drugs 

Chapter I – Food and Drug Administration 

Department of Health and Human Services 

Subchapter C – Drugs : General  

Part 211 Current Good Manufacturing Practice for Finished Pharmaceuticals 

Subpart C – Building and Facilities 

In other cases 
Drug powder  converted into slurry 

Incinerator  

Converted to Ash  

Ashes buried in the pits 
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Title 21 – Food and Drugs 

Chapter I – Food and Drug Administration 

Department of Health and Human Services 

Subchapter C – Drugs : General  

Part 211 Current Good Manufacturing Practice for Finished Pharmaceuticals 

Sec. 211.67 - Equipment cleaning and maintenance 
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Title 21 – Food and Drugs 

Chapter I – Food and Drug Administration 

Department of Health and Human Services 

Subchapter C – Drugs : General  

Part 211 Current Good Manufacturing Practice for Finished Pharmaceuticals 

Subpart D – Equipment 

Clean Down Validation 

Cleaning procedure  Validated 

 Pressurized hot water guns are used  50°-60°C hot water 
 The testing is done on worst molecule  
      i.e - Having low aqueous solubility  
           - Very potent drug  
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Title 21 – Food and Drugs 

Chapter I – Food and Drug Administration 

Department of Health and Human Services 

Subchapter C – Drugs : General  

Part 211 Current Good Manufacturing Practice for Finished Pharmaceuticals 

Subpart D – Equipment 

   Standardization is done with respect to : 
˗ Volume of water 
˗ Time 
˗ Machine  
˗ Surface area of contact  
˗ Pressure of water 
˗ Temperature  

Clean Down Validation 
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Title 21 – Food and Drugs 

Chapter I – Food and Drug Administration 

Department of Health and Human Services 

Subchapter C – Drugs : General  

Part 211 Current Good Manufacturing Practice for Finished Pharmaceuticals 

Subpart D – Equipment 

Process is validated   

No need to wait for the result of residue of drug in the rinse water  

(Limit  of 5 PPM) 
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Title 21 – Food and Drugs 

Chapter I – Food and Drug Administration 

Department of Health and Human Services 

Subchapter C – Drugs : General  

Part 211 Current Good Manufacturing Practice for Finished Pharmaceuticals 

Sec. 211.130 - Packaging and labeling operations 
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Title 21 – Food and Drugs 

Chapter I – Food and Drug Administration 

Department of Health and Human Services 

Subchapter C – Drugs : General  

Part 211 Current Good Manufacturing Practice for Finished Pharmaceuticals 

 Accountability of all packaging materials. 

 Systems to ensure – printed labels are not mixed. 

 Electronic readers are employed 

 Pharma codes on all printed materials 

 Auto reading – Auto rejection 

 Roll labels are used – less chance of mix ups 

Subpart G – Packaging and labelling control 
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Title 21 – Food and Drugs 

Chapter I – Food and Drug Administration 

Department of Health and Human Services 

Subchapter C – Drugs : General  

Part 211 Current Good Manufacturing Practice for Finished Pharmaceuticals 

Sec. 211.176 - Penicillin contamination 
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Title 21 – Food and Drugs 

Chapter I – Food and Drug Administration 

Department of Health and Human Services 

Subchapter C – Drugs : General  

Part 211 Current Good Manufacturing Practice for Finished Pharmaceuticals 

Sophisticated test methodology required 

Testing of non – penicillin products for traces 
of penicillin or cephalosporin contamination 

Penicillin / Semi synthetic Penicillin  

Subpart I – Laboratory control 
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Title 21 – Food and Drugs 

Chapter I – Food and Drug Administration 

Department of Health and Human Services 

Subchapter C – Drugs : General  

Part 211 Current Good Manufacturing Practice for Finished Pharmaceuticals 

Subpart I – Laboratory control 

Penicillin / Semi synthetic Penicillin  

Air sample test – should be reported in volume of air  

Should be capable of 
reflecting true value of 

contamination 
Valid swab sampling 
technique required 

Surface  
testing 
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Title 21 – Food and Drugs 

Chapter I – Food and Drug Administration 

Department of Health and Human Services 

Subchapter C – Drugs : General  

Part 211 Current Good Manufacturing Practice for Finished Pharmaceuticals 

Sec. 211.180 – General requirement 
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Title 21 – Food and Drugs 

Chapter I – Food and Drug Administration 

Department of Health and Human Services 

Subchapter C – Drugs : General  

Part 211 Current Good Manufacturing Practice for Finished Pharmaceuticals 

Subpart J – Records and Reports 

 Automatic machine/ equipments  

 Computerized  

 Results are recorded  

 Maintaining data online 

˗ Online Documentation 
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Title 21 – Food and Drugs 

Chapter I – Food and Drug Administration 

Department of Health and Human Services 

Subchapter C – Drugs : General  

Part 211 Current Good Manufacturing Practice for Finished Pharmaceuticals 

Subpart J – Records and Reports 

 Environmental control : 
˗ Temperature  
˗ Pressure differential  
˗ RH  

        Automatically recorded 
   
 Data integrity maintained  
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Title 21 – Food and Drugs 

Chapter I – Food and Drug Administration 

Department of Health and Human Services 

Subchapter C – Drugs : General  

Part 211 Current Good Manufacturing Practice for Finished Pharmaceuticals 

Data integrity refers to maintaining and assuring the 
accuracy and consistency of data over the entire data cycle. 

Subpart J – Records and Reports 

Data Integrity 
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Title 21 – Food and Drugs 

Chapter I – Food and Drug Administration 

Department of Health and Human Services 

Subchapter C – Drugs : General  

Part 211 Current Good Manufacturing Practice for Finished Pharmaceuticals 

 Governance system should ensure data integrity and 
traceability. 

 System should be designed in a way which encourages 
compliance with the principle of contemporary record keeping. 

Subpart J – Records and Reports 

Data Integrity 
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Title 21 – Food and Drugs 

Chapter I – Food and Drug Administration 

Department of Health and Human Services 

Subchapter C – Drugs : General  

Part 211 Current Good Manufacturing Practice for Finished Pharmaceuticals 

Example 

Subpart J – Records and Reports 

 Access to clocks for recording timed events 

 Accessibility of batch records at locations where activities take 
place 

 Automated data capture or printers attached to equipment  

Data Integrity 
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