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advanced packaging technologies
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aseptic transfer

autoclaving
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bio-pharmaceuticals
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equipment design
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personnel considerations
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bio-pharmaceuticals (Continued)
secondary production
sterilization
validation

biosafety cabinets

blister packs

bottle packs

bulk pharmaceutical chemical production

C

capping

capsules production

cartoning

case packing

cell disruption

centrifuging

change control
bio-pharmaceuticals
system

chromatography

Clean In Place (CIP)
design
validation

clean steam

cleaning

coating processes

coding

compressed air

computerized systems
design criteria
validation
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consumables storage

containment

contractors

COSHH

creams

cross-contamination
bio-pharmaceuticals
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setting limits crystallization
current Good Manufacturing Practice

bio-pharmaceuticals

design requirements

Directives
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maintenance

D
delayed release 147
direct compression 119
dispensing 149
distillation
drug approval process
drug master files
dry heat sterilization
drying
E
effluent treatment
effluents
gaseous
liquid
solid 297
electrodialysis
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elixirs
emulsions

endotoxins

environmental classification

equipment cleaning

equipment design criteria

equipment flow criteria

ethylene oxide sterilization

extrusion

F

fault tree analysis
fermentation
media sterilization
pH
sterile design
temperature control
fermenters
gas-lift
open tank
sparged-tank
stirred tank
filters
form-fill-seals
formaldehyde
fume cupboard design

G

gelatin capsules
hard
soft
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genetically engineered organisms
Good Clinical Practice

Good Laboratory Practice
granulation

H
handover
hard gelatin capsules
hazards
chemical reaction
dust explosion
environmental
fire and explosion
laboratories
occupational health
pilot plants
HAZOP
heat transfer oils
high-intensity pulsed light
human reliability estimation
HVAC systems design
hydrogen peroxide
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injections

inoculation transfer
intermediate bulk containers
irradiation

L
labeling

C
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laboratory air handling

laboratory balance and instrument benches
laboratory bench design

laboratory extraction hoods
laboratory fume cupboards
laboratory fume extraction

laboratory general design

laboratory safety

laboratory service spines

laboratory tables

laboratory trolleys

layout and building design, principles
lighting selection

lyophilization

M

maintenance, building design
maintenance, cGMP

material flow criteria

materials management systems
microencapsulation

milling

N
New Drug Application (NDA)
nitrogen

nucleic acids
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occupational health exposure limits (OELS)
hazards
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occupational health exposure limits (OELS) (Continued)

legislation
ointments
ophthalmic preparations
Orange Guide
over-sealing

P
packaging, BPC
packaging operations
palletizing
pellets
peracetic acid
personnel flow criteria
pharmacovigilance
pills
pilot plants
chemical synthesis
dispensaries
final formulation and packaging
optimization
physical manipulation
safety
planned maintenance
plant records
post-marketing drug evaluation
postscript technology
powder filling systems
preventative maintenance
process development
building design
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process development (Continued)
design principles

process optimization

product segregation

product sterilization

production area workshops

production automation systems

pyrogens

Q

qualification
Design Qualification (DQ)
Installation Qualification (1Q)
Operational Qualification (OQ)
Performance Qualification (PQ)
protocols

quality control laboratories

R

reaction, biotechnology

reaction, chemical synthesis

refrigeration

regulatory environment, UK

reliability centred maintenance

residual contaminating proteins

residual host cells

revalidation
bio-pharmaceuticals

risk assessment
criteria
environment
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risk assessment (Continued)
laboratories
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pilot plant

preliminary hazard analysis 212

principles 211
S
sachets
services and utilities

design criteria

sizing

specification 270
SHE

inherent

integrated management

legislation
sieving
site layout

brownfield sites
greenfield sites
small scale pilot facilities
soft gelatin capsules
solids drying
solids filtration

solvent recovery
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sonocrystallization

specialist water supplies

de-ionised water
purified water
towns water
WFI
spheronization 130
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spray granulation
sprays
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Steam in Place
sterile filtration
Sterilize in Place
storage, consumables
suppositories

surface finishes

suspensions 3

sustained release 4

syringes

syrups

T

tablets
coating
compression
granulation

tubes 182

U

ultrafiltration

ultraviolet light

Vv

vacuum

validation
analytical methods
bio-pharmaceuticals
cleaning
computer systems
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validation (Continued)
directives
flow chart
policies and procedures
process
retrospective
of CIP systems
Validation Master Plan (VMP)

ventilation systems
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vials

viruses

W

warehousing 188
waste regulatory requirements 292
waste treatment
Water for Injection (WFI), system design
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