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CLASSIFICATION OF DOSAGE FORM

Route of administration

Oral
Topical
Rectal
Parenteral
Vaginal
Inhaled
Ophthalmic
Otic

Physical form

Solid
Semisolid
liquid
Gaseous
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Oral: Tablet, Coated Tablet, Powder, Granules,
Capsules, Suspension, Drops, Solution, Elixir, Syrup
Topical: Ointment, Cream, Suppository, Aerosol,
Spray

Rectal: Suppository, Enema, Ointment,Cream

Parenteral: Injectable Solution, Ampoule Vial, Large
Volume Parenteral "LVP®

Inhaled: .....
Ophthalmic:
Otic:
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Fitness for purpose or use (Juran, 74)
Conformance to requirements (Crosby, 79)
Meeting the requirements (Oakland, 89)

Totality of features and characteristics of a product
or service that bear on its ability to satisfy or implied
needs (ISO 8402, 86187)

The essential nature of a thing and the totality of its
attributes and properties which bear upon its fithess
for its intended purpose. (Orange guide 77, sharp 83 )
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The Concept of Quality

» Satisfying Consumers Needs



Quality Choices
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Quality Choices

Engine size
Make and model Right strength . .
< ' Age / registration
Right product : ;
_\/_1 _ Right expiry date

l |

Colour

right
appearance

| Documents /
previous history |
Batch Record

Condition
No contamination

You can't tell just by looking



Pharmaceutical Quality

 Suitability of drugs for their intended use which is
determined by their efficacy weighed against safety
to healthier according to label claim and their
conformity to specifications regarding identity,
purity, strength and other characteristics
(Packaging, Labeling..)

« Good quality medicines meet official standards for:
Identity, strength, purity, quality, packaging, and
labeling
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 |dentity

Product contains described on
container label

* Purity
Relative freedom from IN

oroduct, whether or not harmful to recipient or
deleterious to product

e Strength / potency

of drug substance ,and/or
, that Is, therapeutic activity of drug
product as indicated by appropriate laboratory
tests or by adequately developed and controlled
clinical data




Packaging . . .

All operations, including filling and labeling, which bulk
oroduct has to undergo in order to become a finished
oroduct. Packaging includes immediate-containers,
secondary-containers, and cartons.

_abeling

Use of written, printed, or graphic materials upon or
accompanying a drug container or wrapper.

It includes contents, indications, effects, dosages,
routes, methods, frequency and duration of =~
administrations, warnings, hazards, contraindications,
side effects, precautions, and other relevant
Information.

Performance

Defined as the release of the drug substance from the
drug product leading to bioavailability of the drug
substance. Performance tests relate the quality of a
drug product to clinical safety and efficacy.




Document describing in detail requirements with which
pharmaceutical products or materials used or obtained
during manufacture have to conform

Specifications serve as a basis for guality evaluation

Specification Is defined as a list of tests, references to
analytical procedures, and appropriate acceptance
criteria which are numerical limits, ranges or other
criteria for tests described.

It establishes set of criteria to which drug substance,
drug product or materials at other stages of
manufacture should conform to be considered
acceptable for their intended use.




« Conformance to specification means that the drug
substance and drug product, when tested according
to listed analytical procedures, will meet

« Specifications are critical quality standards that are
proposed an [ustified by manufacturer and approved
by regulatory authorities as conditions of approval.




Regudationss.

Quality is the reason that so many regulations, guidelines
and controls are important
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Quality Management in the
Pharmaceutical Companies
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Good Manufacturing Practice



Bryant

* You can not analyze guality into product
* Quality should be built into it
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Quality Management

Quality is not responsibility of one person or
department

Quality is everyone’s responsibility

Quality of a product depends on the quality of those
producing Iit!
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Quality System
* A combination of :
1.Quality Assurance
2.Good Manufacturing Practice

3. Quality Control
for implementing Quality Management
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To prevent risks

"0 detect deviations
To correct errors

To improve efficiency
To reduce costs
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QUALITY ASSURANCE

» “The sum total of all arrangements made with the object of

ensuring that medicinal proaducts are of the quality required
for their intended use”
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GOOD MANUFACTURING PRACTICE

« “Good manufacturing practice (GMP) is that part of QA which
ensures that products are consistently produced and controlled
fo the quality standards required for their intended use”
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QUALITY CONTROL

» “Ouality control is part of GMP
o [t/s concerned with......

.....sampling programs, specifications for raw materials,

o consumables and finished products, testing,
documentation, release procedures, analytical equipment
and good (laboratory) practice........
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Quality Relationships




Quality Management

Good Practices Pharmaceutlcal
analysis

(G;p)((m)(@cp)(esp)

GMP: Good Manufacturing Practices

GLP: Good Laboratory Practices
GCP: Good Clinical Practices
GSP: Good Storage Practices



ANUFACTURING
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THE PRODUCTION &
DISTRIBUTION OF OUR
PRODUCTS

HOW WE PURCHASEAND STORE PACKAGING
RAW MATERIALS



Good Manufacturing Practices

1. Quality assurance

2. Sanitation and hygiene

3. Qualification and validation

4. Product recalls

5. Contract production and analysis

—  General

— The contract giver

—  The contract accepter
—  The contract



Good Manufacturing Practices (cont'd)

6.Self inspection and quality audits

—  Items for self-inspection

—  Self-inspection team

—  Frequency of self-inspection
—  Self-inspection report

—  Follow-up action

—  Quality audit

—  Suppliers’ audits and approval

7. Training



Good Manufacturing Practices (cont'd)

8. Building and Facilities

—  General

— Ancillary areas
—  Storage areas

—  Weighing areas
—  Production areas

—  Quality control area

9. Equipment



Good Manufacturing Practices (cont'd)

10. Materials

—  Starting materials

—  Packaging materials

— Intermediate and bulk products

—  Finished products

—  Rejected, recovered, reprocessed and reworked materials
—  Recalled products

—  Returned goods

— Reagents and culture media

—  Reference standards

—  Waste materials

— Miscellaneous



Good Manufacturing Practices (cont'd)

11. Documentation or Records
U Documents required:
< Labels
> Testing procedures

= Specifications for starting and packaging materials, for

intermediate and bulk products and for finished products
> Master formulae and Batch Processing Records
> Packaging instructions and Batch Packaging Records
> Standard Operating procedures (SOP's) and records

> Logbooks



Other Parts of GMPs

Organization and Personnel

Equipment

Control of Components and Drug Product Containers and Closures
Production and Process Controls

Packaging & Labeling Control

Holding & Distribution

Laboratory Controls
Records & Reports
Returned & Salvaged Drug Product
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Otfices

Corridor

Corridor

Raw
Materials
&
Packaging
Storage

Corridor

Weighing

Processing

Packa g‘lng FlnlS hed
Products
Storage

Washing Machine
sShop

Corridor

Utilities and Services

Waste Treatment
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PREMISES & EQUIPMENTS



Premises & Equipments
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Sanitation and hygiene



HYGIENE AND SANITATION

WHY IS HYGIENE AND SANITATION
IMPORTANT?

Man is a natural carrier of microorganisms.
These are expelled when we

(o)
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PEOPLE

Q?,a -IMPURE

*UNCLEAN
*UNFIT FOR USE

CONTAMINATION

CONTAMINATION



GMP REGULATION

Report any injury or illness immediately to
your superwvisor.



PLANT UNIFORM

Cover street clothes
that contain
contaminants,
organisms you
collect on your way
to the plant. Cover
your exposed skin
which sheds
particles with
germs.




Cover your hair which
have dust & germs.
Prevent hair from
falling into the product.

Cover the nose and
mouth which are
natural reservoir of
germs. Trap particles
or droplets from the
nose and mouth.




Street shoes
contain germs from
the soil and dirt we
stepped on, so it
must not be worn
Inside the plant,
plant shoes must
be used instead.

Cover finger nalls
and hands which
have germs.




HANDLING OF GLOVES

1) Place gloves in a clean plastic bag during
break time.

2) Wash gloves wit . 2 - ler after use.
Dry and sanitize
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HYGIENE AND SANITATION
PRACTICES

*Wash hands with
soap and water

— After using the toilet

— Before starting to work

— After blowing your nose

— After handling dirty
things

— After touching body
surface

— After eating




Equipment

- Equipment should be selected based on the

Intended use and cleanability if it iIs to be In a

clean room

- Equipment must be placed in an appropriate

location (temperature, humidity, etc)

- Equipment must be properly qualified (Design,

Installation, Operation, Performance)



MUST NOT REACT WITH OR ABSORB ANY OF THE
COMPONENTS THEY CONTACT
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EQUIPMENT MUST BE LOCATED FOR
EASY MAINTENANCE!
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WHEN ?

WHAT ?

WHO ?

EQUIPMENT LOG BOOK



EQUIPMENT MAINTENANCE

MECHANICAL AND

PRECISION

B EQUIPMENT MUST

e T BE CHECKED
, .zf“_;f REGULARLY.

~ ALL AUTOMATIC AND
ELECTRONIC EQUIPMENT
{1 LIKE COMPUTERS MUST

ALSO BE TESTED
R %1 AND INSPECTED.



ALL MATERIAL RECEIP

IN GOOD CONDITION

Intact, no damage

MUS

CLEAN AND IDENTIFIED

BE



All components
must be stored in
a safe and
orderly way . . .

It helps prevent
mix-ups and

errorsl!!

And must be protected from damage by outside
elements such as wind, rain and insects.



A rejected component must be
properly identified and kept
separate until it is disposed of.

Reserve samples for
every approved
component.....

e Clearly identified
« Kept for at least

one year after the
expiration of the
Product




FOLLOWING SOP’S IS VITAL

.. *SOP'’s
é@# ‘RECORDS

....... AND SO ARE THE RECORDS WE KEEP!



No one changes the SOP’s...

Manufacturing and Control
Monographs

...until it has been approved by
the heads of Manufacturing and
Quality Control




* AVOID/MINIMIZE MIX-

« ENSURE CONSISTENT

REASONS FOR WRITING PROCEDURES

UPS AND ERRORS

QUALITY

« ENSURE COMPLIANCE

WITH GMP REGULATION \g



Packaging and Labeling Control

u Label is a display of a written, printed or graphic matter

upon the immediate container of any article

u Labeling is the label and any other packaging material or

container that is printed (ex. IFU, advertising materials)

u Procedures must exist that document receiving, identity,
storage, handling, sampling, and testing of labels and
ensure that integrity is maintained throughout production

and use of product



Packaging and Labeling Control

1 Labeling must be separated physically in storage to avoid
miX-ups
1 Wording of labels cannot be changed unless the FDA is notified

1 Labeling must be inspected prior to issuing to production

1 All labels must be reconciled (accounted for) if not 100 %

Inspected.

1 Label control begins with the design



PREPARATION FOR PACKAGING & LABELLING

Packing lines and Packaging lines

must @
machines must be m — be identified with
N

cleaned and inspected proper identifying
Lot Number.

Every thing is ready to roll when Quality Control and Production give
the approval



It's All
here!!

The packaging
department _
follows the ity -
packaging directions e

for each ¥ e
individual lot. T

This includes !
affixing the lot [

number and '==-

expiration date.

The packaging directions are very important part of the
Batch Production Record.




Everything is
tightly sealed!!

ALL CONTAINERS MUST PROVIDE
PROTECTION FROM EXTERNAL
CONTAMINATION






RECORDS MUST BE FILLED OUT AT THE TIME
WE COMPLETE THE JOB!!



DON’T TRUST YOUR MORY!!

Maintenance
&
Cleaning

Record

RECORDS MUST BE FILLED OUT AT THE TIME WE
COMPLETE THE JOB!



Records and Reports

Quality Records are the proof that the procedures were
followed and they show traceability of product.
- Examples:

— Lot History Records

— Laboratory Notebooks
— Protocols

- Reports

— Logbooks

— Distribution Records

— Complaint Files



BATCH PRODUCTION RECORDS MUST BE
CAREFULLY FOLLOWED AND
MONITORED.....

BarcH

RopucTIQN
P pcony

QUALITY CONTROL MANUFACTURING

........ THROUGHOUT THE PRODUCTION PROCESS


http://www.animationlibrary.com/a-l/?n=image.php3&image_id=6569

Quality Records

Records are legal documents and can be subpoenaed in a
court of law as evidence

Signatures on documentation have the same meaning as
on any kind of contract

Information must be recorded and signed for at the time of

performance on the original record




I’'M NOT
MEAN...
IM JUST
TOUGH!

samples

to be tested
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| Term
‘Quality

] Definition

'Quality system

'Organisational

]'The totality of characteristics of an entity that bear on its ability to satisfy stated and
_ implied needs.
Quality policy iThe overall intentions and direction of an organization with regard to quality, as
formally expressed by top management. The quality policy forms one element of
_ ‘corporate policy and is authorized by top management.
jQuality 'AII the planned and systematic activities implemented within the quality system and
‘assurance !demonstrated as needed, to provide adequate confidence that an entity will fulfil

requirements for quality.

EOrganlsational structure, procedures, processes, and resources needed to
implement quality management.

]'The responsibilities, authorities and relationships through which an organization

structure performs its functions.
Quality Al activities of the overall management function that determine the quality policy,
management  objectives and responsibilities, and implement them by means such as quality

planning, quality control, quality assurance, and quality improvement within the
‘quality system.

Quality control

EQuaIity audit

‘Operational techniques and activities that are used to fulfil requirements for quality.
]The terms Internal quality control” and “external quality control” are commonly used.
‘The former refers to activities conducted within a laboratory to monitor performance
‘and the ]after refers to activities leading to comparison with other reference
,Iaboratorles or consensus results amongst several laboratories.

Systematlc and independent examination to determine whether quality activities and
related results comply with planned arrangements and whether these arrangements

]are implemented effectively and are suitable to achieve objectlves




