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QUALITY REIVEW

IVEW is the prime Moto of any Pharmaceutical
ital segment of health care system, should be
oduct of good quality in terms of safety,

| for Quality prod
e countries are marching towards globalization,
lobalization in turn forces the companies to
roduct which meets the quality specifications set
ective countries.

5Because of increasing complexity of modern
Pharmaceutical manufacturing arising from a wide variety of
unique drugs and dosage forms.



eutical company has set a department
surance ( QA) in order to inspect the

and every product.

ponsibility of the QA to instill all the quality
product in each and every product with the
er departments like production, quality

itrol, stores and maintenance.

It does its duty by reviewing various steps involved in

manufacturing of products.



safety and efficacy

lew 1in a Pharmaceutical

rom acquiring raw material to releasing

cts, including market complaints.



TEAM

and effective review team includes
2, professional and experienced persons
nent.

der- Genera.

\ssurance - 1 person

resident or Vice-president

1 -1 person

C ontrol - 1 person
Regulatory Affairs - 1 person

Supply Chain Management - 1 person



errors those arise during various

safety, purity and efficacy in each and

uct.



1ew

fal-ld labeling

duct record review



] review

m will take decisions for the

w materials from a vendor by
ing premises of vendor and
ng the auditing reports and then the reports
tto QRT leader for final approval of

%ll be s

vendor to supply the raw material.



uction records review

. In dispensing, each and everything has
ed like raw material name, batch no.
signature etc.

he number of units assayed at
d of the process in not likely to be
ntative of more than a small portion of the
: portion and so as to minimize batch to batch
‘ an hin batch variation,

It is important to ensure that finished products have
uniform purity and quality within batch and between

batches.



ished by identifying critical steps
turing process like checking
dness, weight, thickness,

nd pH adjustments in case

and every thins during in process checks has to be

documented for further reviewing.



nd labeling review

uring a product, QA member will

bels have been used for correct



oduct record review

f finished product is done in quality

is tested for compliance with
lor to release of product for

nd subsequent distribution.
and results should be documented.

T will review the documents before approving for

market release.



roduct testing along with the process

hat each and every unit contains the

d on the label,
ach wunit is available for

g is stable in the formulation in its specific

that dosage units themselves contain no toxic foreign

substances.



ENCY OF QUALITY REVIEW:

company to company starting from once
uarterly reviewing , in some instances

1g (during market complaints).
IANCE TO QUALITY REVIEW

nce with respect to quality review department
can be achieved only by following Standard Operational
Procedures by concerned officials of respective
departments i.e. they should document each and every

thing they do and do as per given in SOP.



ILITY OF QUALITY REVIEW
OCUMENTS

t. will take the responsibility of

concerning quality aspects






