Reference SOP No. : Cleaning Validation

Version No. 100

1.0 Flow chart for evaluation of new product introduction at site:
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1.0 Flow chart for evaluation of new product introduction at site (Contd.) :

@ (Evaluation of following product Characteristicg (Evaluate total risk value for\ (Identify equipments used for\ (Compare total risD

along with risk rating for each item product under evaluation manufacturing of product value of product under

a. Solubility of API in cleaning solvent . thrpugh muItipIication of risk | under evaluation and _ eyaluation with total

: b. Cleanability rating »l ratings for each item as ~| calculate total product | risk value of other

Evaluation due to change c. Lowest therapeutic dose follows: contact  surface  area products manufactured
in formulation Of eXiStiNg ||— Total risk value=ax b x ¢ required for MACO in the equipment train

product at site \ ) \_ Y, Calculation \_ Y,

/

. 4 A ( \
Gentify difficult Are  cleaning (Evaluate suitability 9 Select lowest Perform fProduct ) Yes Is total risk value of new
to clean procedures  of currently used cleaning MACO for MACO under product is same or more
product contact equipment procedures of all |¢ cle_anm_g — calculation — evalgatlon is than previous worst case
locations for suitable for equipments for worst validation based on dose conS|derepI product validated?
each worst case case product under and 10 ppm for cleaning
equipment product? evaluation y criteria kval|dat|on y
N —
3 3 G/aluate impact on MACO limits of previously\
) 1 No validated worst case product due to following Product under evaluation is not
Perform  analytical method parameters of product under evaluation considered as worst case for cleaning
validation and residue _ a. Batch size lesser than that used for MACO validation
recovery Develop cleaning proce_dures b_ased on k_nowledge calculation
from R&D, transferring site, previous experience b. Maximum daily dose more than that used
‘ for MACO calculation
A\

\_ )

( 4
Perform  three  cleaning Revise applicable cleaning SOPs and
validation runs impart training to personnel .
q Close evaluation
) 4 ; No i
[ [ f root for failure is related to 's batch size lesser [Additional leaning |
Evaluate results of all three Execute three !:Ierggin(g:asz o or maximum daily Adlqldlthna ce_zar:jmg
cleaning validation runs revalidation runs _ : dose is higher? validation not require
L g L applicable cleaning SOPs 9 \ J Evaluate results
A S

Perform
revalidation of
worst case
product

Is there impact on
previous cleaning
validation?

Recalculate MACO limits
of worst case product

Are the results of
cleaning validation
meets established
MACO limits?

Initiate deviation and investigate failure

Cleaning  procedures Evaluate procedures available during Perform residual Review cleaning validation status Perform one cleaning

for worst product under routine product change over or any sample analysis every three yearst 3 month and verification run with most
evaluation are organization control measures during routine evaluate need for cleaning recent worst case product
Yes considered validated required for product under evaluation product change over verification

Page 2 of 5



Annexure-|

Quality Assurance Department
Reference SOP No. : Cleaning Validation

Version No. : 00 Page 3 of 5

2.0 Flow chart for evaluation of new equipment introduction at site:
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3.0 Flow chart for evaluation due to shift of product to another equipment/ manufacturing area / usage of additional equipment in the manufacturing process:
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4.0 Flow chart for evaluation due to revision in batch size:
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