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CHAPTER 1

QUALITY ASSURANCEAND QUALITY MANACEMENT CONGEPIS

In the present scenario the context of Quality has emerged as an important factor. 'Quality is
generally referred to a parameter which decides the inferiority or superiority of a productor,
service. It is a measure of goodness to understarnd how a product meets its specifications.
Quality management in pharmaceutical industries, is an important subject because the
drugs/ or pharmaceutical products are directly delivered to the customers body system,
thus identity; purity safety and ultimately appropriate quality of product are 'strongy
essential. There are numerous guidelines worldwide that has made some sort of rules andspecifications which must be followed by every pharmaceutical industry.
A qualiy management system (QMS) is defined as a formalized system that documents
processes, procedures, and responsibilities for achieving quality policies and objectives. A
QMS helps coordinate and direct an organization's activities to mneet customer and
regulatory requirements and improve its effectivenes and efficiency on a continuous basis.

1,1ELEMENTS OF QUALITY MANAGEMENT SYSTEM
A quality management system typically consists of four facets

1. Quality planning: Process of translating quality policy into processes, procedures,and instructions to achieve measurable objectives and requirements.
Quality assurance: Planned and methodical activities executed as part of a quality
system to provide confidence that process, product, or service requirements for
quality are being satisfied.
Quality control: Act of monitoring, appraising, and correcting a process, product, or
service to ensure requirements for quality are being satisfied.
Quality improvement: Process of analyzing performance and taking methodical,
systemic actions toimprove it.

2.

3

4.

Each element of a quality management system helps achieve the overall goals of meeting thecustomers' and organization's requirements. Quality management systems should addressan organization's unique needs; however, elements all systems have in common inclúde:
The organization's quality policy and quality objectives
Quality manual
Procedures, instructions, and records
Data management

Internal processes .
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CHAPIER 10

UALUTYGONIROTE

Packagingofmateria

the
quality stabilit

materials is an integral part of any pharmaceutical industry.Packagingaffecdentification of drug product. Packaging provide an adequatnimize the loss of constituents and should not interactphysicallyosalter their quality to an extent beyondthe

ackaging gingafes

chemically with the contents in a way that

limitsgivenin the

degreeof
protection,minimizethelossof

constituent

in the individual monograph, or present a risk of toxicity.

Pharmaceutical packaging is the means of providing protection, presentation, identification,

monly used packaging materials are Container, Closure, arton or Outer and Box, The

nience to encourage compliance with a course of therapy. The
information and

com
containers may be

au he made of glass, plastic, metal OT paper. The material for closure may

tests fordetermination
of quality, integrityandcompatibilityofpackaging

oharmaceutical materials used. The requirement of packaging material testing is set

include Cork, Glass, Plastic, Metal or rubber.

There are vario
Decification and requirement of quality testing depends on type of

materials. The

ino to specification of regulatory agenCies ike WHO, GMP, USFDA and ICHguidelines.

Oaality control is the part of GMP concerned with sampling, specifications and testing, and
with the organization, documentation and release procedures which ensure that thenecessary and relevant tests are actualy carried out and that materials are not released foruse, nor products released for sale or supply, until their quality has been judged to besatisfactory. Quality control is not confined to laboratory operations but must be involved inall decisions concerning the quality of the product.

10.1 TYPESOF 'ACKAGING
1) Primary packaging- is the material that first envelops the product and hold it. Thisusually is the smallest unit of distribution or use. Ex. Aerosol spray can,blisterpacks, bottle ampoules, vials, polyrmer-coated foils.

Fig. 10.1: Primary packaging
125
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CHAPTER12

or
olutioncolor;is different', 'the tablet isbroken' and so on. Acomplaint showscustomer

do
dissai

complaints. "Exit" occurs when the customer stopsusing our products or services. To

COMPLANTSdefined as a statement
that something

is wrong or notgood enough

nharmaceutical
industry,

market complaints
are regarding thequality o

is
The

compla
Generaly,in

the
drug

produroduct. Complaints can be about packaging
material,

such as "the bottles
solutioncolo 8 the

Ope
abo.ket

dissatisfactio

Custor

not good enough.
garding the quality of
such as 'the bottle isaspect andeffect,such as "there is noeffect, 'thetablet

difficult to open'the label color is fading, 'one tablet in the blisteris

gleaking, th
nissing'or

the cap is diffic

rning the product

tion about a product and,consequently,
about acompany.

effect, the tablet
A complaint showscustomer

complaints are a fact of lifeinbusiness,and dealing with them is animnine customer satisfaction and company reputation. It finds that customer
partof

maintaining
oart

tisfaction
or

through two mechanisms: Voice and Exit. If a customer makes "Voice" they

important

ater customer service is a way of retaining the customer.Goodcustomerservice is
providei
important for ensuring that customers are satisfied.

12.1 SPBCIRIC TERMS

A firm's removal or correction of a marketed product thatFDA considers being ination of the laws it administers and against which the agency would initiate legal action,lation of the laws:

Seizure."Recall" does not include a "market withdrawal" or "stock recovery.
Cortection: The repair, modification, adjustment, relabeling, destruction, or inspection
including patient monitoring) of a product without its physical removal to some other
location.

Market withdrawal: A firmn's removal or correction of a distributed product which involves
a minor violation that would not be subject to legal action by FDA or which involves no
violation, e.g., normal stock rotation practices, routine equipment adjustments and repairs
etc.

Stock recovery: A firm's removal or correction of a product that has not been marketedor
that has not left the direct control of the firm, ie,, the product is located on premises owned

by, or under the control of, the firm, and no portion of the lot has been released forsale or

use

12.2 COMPLAINT

LOmplaint is defined as a statement that something is wrong or not good enough Generally

e pharmaceutical industry, complaints are regarding the quality of drugproduct

Plaints may be about: Services, delivery, quality of product, communicationresponISE

Ocumentation, billing, follow up etc. Complaints can bë about packaging mater

169
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