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1.0 Purpose:
1.1 The purpose of this SOP is to establish a system for holding, sampling, and releasing of Bulk Materials (Bulk) for Columbia Cosmetic manufactured products. 
2.0 Scope:
This procedure is applicable to all incoming raw materials for use in Columbia Cosmetic production.
3.0 Responsibilities:
3.1 It shall be the responsibility of the Compounders to: 
A. Check the Batch Ticket for all necessary information.
B. Sample and submit in progress Batch Ticket and sample of Bulk to QC.
C. Make necessary adjustments according to the Planned Deviation SOP (QMS.20) to Bulks that do not pass QC inspection. Resubmit adjusted sample to QC for approval. Repeat as necessary.
D. Clearly label each contain of Bulk with the provided Bulk Label.
E. Place White Work In Progress Stickers on all Bulk products and store in QC hold area for final approval.
F. Submit completed Batch Tickets with White Work In Progress Labels to QC upon completion of Bulk.
G. Sample and submit Bulk samples to QC for testing, retention, and customer approval. 
It shall be the responsibility of the Quality department to:
H. Verify each Batch ticket and Bulk sample prior to approving in progress bulks.
I. Test organoleptic properties each in progress Batch against specification and accepted retains prior to approving of in progress batches.
J. Verify finished Batch Tickets and Finished Bulk samples from compounders. 
K. Sign off on finished Batch Tickets on the completed batch tickets.
L. Perform microbial activity testing as needed.
M. Determine active ingredient levels as needed. 
N. Approve/Release Bulk for final packing and filling.
O. Release approved Bulk in Process Pro.
P. Retain Bulk Sample and file in Retention room.
Q. Approve suppliers and alternate suppliers.  
R. Analyze select raw materials for microbial activity.
It is Warehousing’s responsibility to:
S. Transfer Released Bulk products for later use to storage.
T. Transfer Released Bulk products for immediate use to the appropriate production area.
U. Transfer Released Finished goods to 

4.0 Procedure
The Compounders will:
A. Carefully fill out the batch ticket. Be sure to only write in each ingredient as it is filled. 
B. Check the Batch Tickets for all required information :
1) Equipment Number and Lot code.
2) Amount used of each individual ingredient with lot code.
3) Compounder signs off after each ingredient with verifier.
4) Properly placed White Work In Progress Sticker with formula number and date of compounding.
C. Upon completion of the Bulk, the compounders will sample and submit a small sample and the Batch Ticket to the Quality Department for approval.
D. The Bulk batch may be adjusted according to Quality’s discretion. Continue processing the Bulk batch until QC approval.
E. Upon receiving approval from Quality, finalize and package completed Bulk.
F. Place the provided Bulk Label to each container.
G. Attached the provided Bulk labels and White Work In Progress Stickers onto each Bulk container.
H. Weight out each Bulk container and record the net weight.
I. Record the net weight of each Bulk container onto the attached label.
J. The Compounder will sample, using Aseptic Technique, and submit the completed Bulk and the completed Batch Ticket to Quality.
K. Neatly stack and store bulks in QC Hold Areas.
The Quality Department will:
L. Create Bulk Labels and assign Lot numbers for each Bulk prior to the compounding.  The Bulk Labels will contain the following information:
1)  Product description and Band Name.
2) Formula ID number.
3) Lot number. Indicate that this is a Bulk with BUL as a prefix.
4) Indicate that all Bulks are marked as “Work In Progress” Hold Label

M. Receive the in progress batch tickets and samples from the Compounders.
N. A QC Tech will test each in progress Bulk sample for:
1) Color. Test against 2 accepted masters.
2) Consistency. Viscosity and Specific Gravity may be tested against the set specification.
3) Uniformity. Smear a thin layer of the Bulk onto a white piece of paper and look for pigment streaks. 
4)  Odor. Match the fragrance of the Bulk to 2 accepted masters. 
O. The QC Tech may approve the in progress Bulk if all perimeters are satisfied.
P. If there are any issues with the in progress Bulk, the QC Tech may request bulk adjustments concerning characteristic and specification (color, fragrance, consistency, and uniformity may be adjusted). 
Q. All adjustment to be recorded in the batch ticket and QC module for record purpose.
R. Adjusted Bulks must go through retests before final approval of the batch. 
S. A QC staff will test completed Bulk Samples for microbial activity and active ingredients as necessary. 
T. QA is required to sign off approved Batch Tickets for released Bulks. 

U. CUSTOMER PRE-PRODUCTION SUBMISSION – If customer contract requires pre-batch approval, QC is to issue sample submission form QC.3F along with sample to customer for signed approval prior to releasing the bulk.

V. The Pre-Production approval for standard bulk is to be inspected/signed off by 2 QC. 

W. Once customer approve and signed the sample submission form QC.3F , the signed form should be saved in the Master Batch Approval folder for record purpose.

X. Once bulk is a QC approved , QC will apply Green RELEASE label over WIP label 
Y. After all physical products have been marked with green Released labels, QC will release the Bulks in Process Pro.
Z. The QC Tech will retain all complete Bulk Samples and Batch Tickets for four years ( shelf life + 1 year ) after production.  

4.2 Warehouse staff will: 
A. Check all bulks prior to transferring. Bulk items with green Release labels may be moved to Storage, or transferred to production areas.
5.0 Records:

The QC staff will record all batch analytic data, lot coding, production date, and comments on to the Batch Ticket and then record final QC inspection record into QC Module Database.

Records shall be retained in accordance with QMS.6 Document Control and SOP Development.

5.3  Ref: Retention per FDA 21CFR211.170 . 3 year shelf life plus 1year after expiration   date.
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