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— Establishing Crhiticall Contrel Polins
—V\(ri\tten Procedure
— Documentation of Process Gontrols
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— Quality Review and Approeval



Frejeltleiion) ciflcl Procass N
contrels




RieWVAVIiaeHeEls
Sfejeltleilein) ciplel Proicass Caorlifols

— |dentity;, € 'JrlJJF/ SUE] ngh ziplel
Compesitio

+|dentity Test, plus COA-Qualiiied \Vendor;

+Quallf|ed 0)V/ conflr ALION OIf ESUIES

2)

+SpeC|flcat|ons for other
‘Components(Excipients

— All established Specs
+Accepted on COA, gualified vender
Approved by Quality:



-
>)

WAV ellesdel
ction anad Proecess Contrels

/1

2eal

+ How Lo determiInENVEL
Specifications arermert:
+ Components:
—B\ef\ore use
— Conduct test or COA for gualified
~_~vendors
- —Documentation and Quiality, REVIEW,\v

\>

[



In Process Materials
Production and Process Contro

C. Specifications e In=EPrecEess
Production

( hew! this requiremenit: StppPeE:S
finish product: testing
requrrements)

+ N process specifications
— Materials and Control Points

— Adequate documentation te; SUpPPoxKt
process specifications

— Review and approve by Quality



~Nd v&alld analytical m
_~— +Test Component andl Tiest in-process

+QC Unit must determine absence ofivalid
test methods




FlRiIShrPiedl

2

+ The Final Rule:

+You must test

product to dete

spe\gification al
W

+0r: O\
y

+You may test sub sets) of fillpish
product batches based! upon a
statistical sampling plamn Wit
documented basis for determini

EVER/ DALCIN OIS
MIRE WiRELNESR
2 MEt

compliance



AISHFETeEUCTNIESUNG

/

~ T

nay: EXEMpL GnErOIFInoRE
AIES

—Sjggcifications AN NOL BE VERTIET

— No Valid test method

‘, Dcl)c/ur%‘entation for basis) eff asstifancea
75/QUaIity Control Review: and:/ oprovaee%

=]



Production and Proecess Controls

Written Proe

ced
Specifications

Documentation that contrelsTwere
imp/le“r\nented and monitored:

vl 1
e~
=

Documentation of the basis for
qualification of vendors and’ e

qualification.



Sfejeltleilein) ciplel Proeass Caorlifols

Vionitor IN-Precess po]n'ts 10)

+ a. betermine whet
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' or each batch

Test for one or mMore Specs for
Identity, purity,strength ~

and composition
Limits on contamination
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Production and Process Controls
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+ Conduct MateralfReviewsane
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- —Unanticipated adulteration
— Calibration not perfermed
— Returned goods
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