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1.0 Purpose

The purpose of this SOP is to describe the processes involwved in selection and verification of
expiration dates for finished products. This is done to assure that products manufactured at ION
Labs. Inc. meet applicable standards of identity, strength, quality and purity at the time ofuse.

200 Scope

Thiis procediure applies t@ all finished products mamufactured @t lom Labs which hawe an
expiration date printed on the label.

800 Regponslsiity

81 ttisthe responsibility of R&ID to assign an expiration dates based on standard overages
and seek expert advice when no standard overage is assigned. .

2 ltis the regponsibility of R&D in comjundion with Q¢ Laboratory Managemerit to
formulate the product to meet shelf life expectations.

&3 1tis the respomsitility of DC to track and log batches that require stiailiky testing.

814 1tis the respomsitility of the Q€ Laboratory Management to execute a stalhility plan for
the batches tracked for staility by DC.

400 Definitions

411 Controlledl Room Tempearature - A temperatiure maintained thenmostatically that
brackets the usual and customary working emvironment of20°C to 253C (686F to 77°F)
that results in a mean kinetic temperature calculated to be not more than 258C and that
allows for miner fluctuations betwaen 1B5'C ant 30T (59F antl 86'F) that are
experienced in pharmaciess, hospitals, and warehouses.

422 Q€ - Quality Control

433 DC - Document Control

444 CofA - Certificate of Analysis

455 SOP Standard Operating Procedure
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500

&0

466 R&D - Research and Developmemit

Referemzes

51

C-104, SOP., Master Batch Record and Issuance ofB3itth Productiom Record

52 D-501, SOP, Staltility Pro$am for Einished Products

53

D-902, SOP, Establishment of Specificatimns

™4 E-702, SOP, Finished Product Sampling Procedure

Procedure

41
42

33

44
455

46

During the quote process R&ID sdisuis an expirdtion datte baset on the stability
characteristics of the formulatiom and the customer’s specifications.

The stdbllity charaiaisiics of a formulation may be basadi om one or more of the
followsimg:

42211 Previous stahility data for similar formulatioms.
4222 Accelerated stahility data for the current formulatiom.

42233 Saientffic literature whidh examines the stabliity of spedffic ingrediients or
individival analytes present in the formulatiom.

The excess amoumnt of amy componemnt in a formulation relative to the label claim for
that component (the overage) is determined based on:

43311 Known stabllity characteristics of the component. For example, asoorbic acid is
known to be inherently unstable, therefbre am overage must be added to ensure
that the product will meet spagification thoughout its life cycle.

432 The finished produdt spafiication far the component. Far example, if the
gpauification is NLT 100% of label claim, an overage should be added to ensure
that the component passes spevificatiom without regard to stehility.

If product stabiiity is unknown amdl the customar has no spadfiic requirements, the
default is two years.

Once the quote is accepted amdl the customer places an ordiar, @ product profile is
generated in accordance with D-902 Establishment of Specifications which contains the
shellif life and testing requirements.

Stdbliity batches are idemtiified by DC as per SOP C-104 Master Batch Record and
Issuance of Batch Productiom Record.
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&7 Stawility samples are delivered to the QE Laboratory as outlined in SOP E-702 Finished
Product Sampling Procedue.

48

QC Laboratory Managementt reviews the conesponding finished product profile and

generates a stabllity protocal based on the guidelines of D-501 Stabliity Program for
Finished Products with the testing and spagifications outlined in the respective product
profilke.

429

Q€ Laboratory Management prepares a stahility trend card for trending the staility test

results at eadh time interwd| acocoding t© D-5011 Statdility Program fef Finished
Produets.

4190 Once staility testing is complete, a second verificatiom check is recorded in the product
stiaiility protocol by QE.

4111 DC stores and maintaims the completed product stability protocols with accompanyimg
trend cards for all required products.

4112 An expiration date is considered verified after stahility testing for the first thee lots has
been completed successfully as outlined in the corresponding stahility protocol.

7.00 Revision History

Revision Date Desaription of Changes CCR # By
0 08/20/10 | New = =
02/28113 | Changed the SOP format. SOP updated. 13141 R. Howard

Biennial review. Updated SOP format. Revision 1 obsoiete. New

2 03/09/15 | procedure written for raw material and finished product (Dietary 150163 B. Johns
Supplementts). New Titlle.
Sourced D-501 directl); for requirementts to estiablish expiration ey

3 04/BH/17 dating on finished products. Changed title to inciugle Cosmetjisss. A7 2 B. Johng
Update References, Purpose, and Scope. Remove raw material

4 03/04/20 | expiration diiing since this is covered in D-901. Combime D-706 CEC2Mapal | S. Sassman
and D-706.0 since the process is similar for dietary and drug.
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