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This procedure defines requirements for the transfer of custody ofnraw material reserve samples
to the Q€ Laboratory, as well as storage and disposal ofreserve samples.

Scope

This procedure covers receiving raw materiial reserve samples, storage in climate monitored
locatioms, disposal ofreserve sampies and the required documentatiom to track the process. This
procediure applies to dietary, compamion amimal, cosmetiic, andl phammacauticdl raw material
sampies.

Regponsibility

81 QC Sampling is responsible for transporting samples to the QC laboratiory and logging
the delivery process.

&2 QC Laboratory Personme| are responsitle for maintzining invemtory amtl arranging
disposal of reserve samples.

&3 1tisthe regponsipility of QC Laboratory Management to implement this procedure and
to ensure that the procedure is being followexd.

844 1t is the regponsibiliy of QC Laboratory Management to keep the SOP cument with
latest lon Labs praclices.

Definitions

811 Resarve Sample - Representative samples of eadh lot or batch of API, excipients,
padkagjiing matterial, intermediates, or finished products which are kept for purpose of
future reference.

22 Dietary Active ingredient = Any ingredient in a dietary supplement that is intended to
supplement the diet, i.e. vitamims or minerals.

833  Active Pharmaceutical Ingredient (API) - Ingredient in a pharmaceutical or drug that
is biologically active.
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814 Q€ - Quality Control

855 ea- Quality Assurance

Referanuas

5.1 D-201, SOP, QE Laboratory Sample Log Book Recording

&2 E-soi , SOP, Return of Materials and Destruction of Non-Hazamduss Waste Materials

53 E-801.0, SOP, Handling Regulated Chemicals

514 D-501, SOP, Staltiility Program for Finished Products

55 D-201-F1, Form, @ Laboratory Sampie Log

566 21 CFR Part 211.170, Reserve samples for Drugs

Procedure

©L1 Ressme raw materidl samples Will be collectat! for @l dietary adive ingredients
associated with finished product batches, limited to vitamins and minerals only.

622 Per2i CFR 201170, raw matienidl resarve samples Will be collected for alll active
pharmaceutical ingredients (AP1's) used in drug products.

633 Resove samples may be collected! far all raw matisiidls usat! i finished product
batches, regardless of intended use, however, this is not a CFR requirement for drug
excipients, dietary supplements, cosmetics, and companion animal products.

614 Liquid raw materiais are not coliscied and retained as reserve samples, uniess the liquid
is a drug product API.

055 Reserve samples are delivered to the QC laboratiory andl the required information is
logget! into Ferm D-201-Fii QC Laboratoyy Sample Log. For instrudiion on the
informatiom needed and logging in reserve samples, refer to SOP D-201 Q€ Laboratory
Sampie Log Book Recording.

€56 QG Laboratory Persomnel Wiill review the QG log emtiry amdl veiify acouracy of the
information before acoepting. Acceptance oftthe reserve sample is acknowlksdiged by an
entry from QG Laboratory Personnel onto the QC Laboratory Sample Log as per SOP
D-201.

©77 Reserve Sampie Storage
6.7.11 Raw mateiidl resene samples are sioatl i @ QC Laboratory designated

locatiom.
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6722 All resewne samples axe stored i designztat rooms With enviromments
monitored as per SOP D-501 Stability Program for Dietary Supplements and
Cosmetiss.

6©7733 Raw material reserve sample storage containers will be identified in such a way
that indicates the time in which the samples sl be ready for degtuadttion. For
example, a raw material is located in the fifth box idemtified for destinuction in
Quasterr 1 of 2025. The storage container should be labeled as "QI-25-5" or as
applicable for indication.

Disposal

6811 All API's must be maintaimed for at least one year past the expiration date oftthe
lastt lot of dirug prodiuct comizimimg the ARl. lom Laboratories Wiill maintain
API's for 7 years after receipt.

622 All dietary active ingredient raw material reserve samples must be maintaimed
for five years from date of receipt, after which, they may be discarded followiimg
S0P E-80! Retium of Materiidls antl Destudtion off Non-Hazardous Waste
Materialks.

68333 Contiralled! Substamoes are {0 be disposat! of as par SOP E-8011.0 Handling
Regulated Chemicals.

7.0 Revision History

Revision Date Desgription of CHuges CCR # By

0 0506110 | New - ”

1 02/06/13 Added spgxziilﬁc infommi'mn to be logged, added QA as responsibie 13-057 B. Sk
for compiitanss with Sop, updated fonmat
Changed Title. Remove reference of obsolete SOP D-3611.

2 01 1221t5 | Referenced E-801, D-404 and D-501. Improved clarity. Biennial 15-0093 B. Johns
Review.

" Updated to include cosmeties and pharmaceutioziss. Added E-801.0 3

J DARRAZ for regulated substaness. Refocus SOP to cover only raw materialks. i 9kl

4 07/20/20 | Update Regporstiilities. Update Refevences CEZMABIS | S. Sassinan
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