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Colorconistheglobal leader inregulated printing inks. We have built our reputation with amost four decades of
experienceintheprinting ink industry. Contactsinthefood, pharmaceutical and medical industrieshave asked us
why wearenot currently SO 9000 certified. Thefollowingisour position on the subject.

Currently, our Colorcon, No-Tox® Products, Chalfont, PA, USA facility isnot registered | SO 9000. Our Colorcon
Limited, European facility and our Colorcon, Inc. West Point PA ARE certified. However, they do not manufac-
ture printing inksfor the No-Tox Productsbusinessunit. Only pharmaceutical and food excipients (dispersions
and coating systems) are produced inthat facility.

All Colorcon productsare manufactured using current Good M anufacturing Practices (cGMP). Customer audits
have placed astronger emphasis on cGM P than I SO 9000.

Weareclosdly involved withthelnternationa Pharmaceutica Excipient Council (IPEC). Thisgroup haspublished
aGMP Guidefor Excipient Bulk Pharmaceutical Chemicalswhich hasbeenreviewed by the U.S. Food & Drug
Administration (FDA). Colorcon’scontrol systemsarealigned with the | PEC Guide, along with theguidelines
established by the FDA in 21 CFR, Part110: “ Current Good M anufacturing Practicein Manufacturing, Packing
and Holding Human Food” AND Part 820: “ Quality System Regulation”.

If youwouldliketo discussthisor any issueregarding printinginksfor theindustrieswe serve, our Regiona Sales
or Technical Servicestaff will accommodateyou. Your businessisour business.

Attached pleasefind our current Good M anufacturing Practices (cGMP's) for the Production of Printing Inks
and Coatingsformulated for use on the Food Contact Surfaces of Food Packaging and Articles.
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Scopeand Objective

Colorcon adheresto cGMP sfor the Manufacture, Processing, Packing or Holding of Drugsand Food
ProductsaslisedintheU.S. Food & DrugAdminigtration, Title21, Codeof Federd Regulations(21CFR).
Theseregulaionsspecify responghilitiesof theorganization and personnd, buildingsandfacilities, equipment,
control of chemical and packaging components, production and process controls, packaging and labeling
controls, holding and distribution, laboratory controls, records and reports, and returned and salvaged
products.

Colorcon’scurrent Good Manufacturing Practices (cGMP's) apply to manufacture of printinginksand
coatings (referred to as* printing inks”) intended for use on the food contact surfaces of food packaging
andarticles.

Proceduresfor formulation, production and control are defined in order to exhibit how Colorcon’s
printinginks:

comply with existing regulationsand genera ly accepted requirementsfor food packaging;
aresuitablefor the purposeintended;
meet agreed upon customer end use specifications.

Controls

2.1 Procedures
Detailed operationa procedurescover order receipt, manufactureand product ddlivery to agreed
upon standards. Recording systems ensurethat the correct action has been taken at each stage.

Colorcon haswritten procedures describing in sufficient detail thereceipt, identification, storage,
manufacturing, handling, sampling, testing, and approval or regjection of components. Colorcon
personnel aretrained and follow the established procedures.

Thesewritten procedures, including any changes, are drafted, reviewed and approved by the
appropriate organizational unitsand reviewed and approved by the quality control unit. Any
deviation fromthewritten proceduresisrecorded and justified.

2.2 Production I nstruction Documents
To assureuniformity from batch-to-batch, master production and control recordsfor each product
are prepared, dated and signed by at least one person and then double-checked by a second
person. Thebatch sheet detail stheraw materid's, quantities, equi pment, manufacturing ingtructions
and theoretical and actual percent yields.

2.3  Product Test Specifications
Colorcon establishes specificationsfor each product manufactured. Laboratory test methodsand
rel ease specificationsare established and met. Productsfailing to meet established specifications
and any other relevant quality control criteriashal berejected or reprocessed following gppropriate
procedures.

Colorcon performsandytica and microbiologica testing, asgppropriate, onincoming raw materids.
We a so perform weekly water testing.
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Quality Review Procedure

Colorcon haswritten procedures describing the handling of complaintsand non-conformance. These
proceduresoutlinelaboratory investigations of the customer complaint by utilizing quality reviewsof the
incoming, batch work-in-process and finished goodsrecords. Theinvestigationsinclude, but are not
limited to, asummary, root causeandysis, time-lineand correctiveaction. Any investigationsarethoroughly
documented and approved by thequdity control unit.

Personnel and Training

41

Commitment

Colorcon providesyearly cGM Ptraining totheentireworkforceinvolving al levelsof management.
Ongoing training with respect to processes, procedures and saf ety occursthroughout any given
year.

Raw Material Controls

5.1

5.2

5.3

54

5.5

Objective

GM P requires compl ete cooperation with suppliers. Colorcon requiresraw material suppliersto
meet 21CFR, EP, USP, and JP requirements whenever possible. If the above grades are not
applicable, appropriate regul atory requirementsare established and must bemet prior to release.

Suitability
Raw materialsare sel ected so that, when printing inksare correctly applied, the printed surface
doesnot:
posearisk to human hedlth.
cause adeterioration in the organol eptic nature of the packed food product.
produce an unacceptable changein the composition or quality of the packed food
product.

Colorcon adheresto regulatory “exclusion lists’ for each facet of our operation. Weperforma
thorough evaluation of new raw materialsand suppliersprior to their usein Colorcon products.
Colorcon performsvendor audits on new and approved suppliers, asappropriate.

| dentification
Colorcon requiresour raw materia supplierstolabe each container with the name of the product,
batch number and raw material code number, at aminimum, for traceability purposes.

Specifications

Colorcon requires each batch of componentsto be held in quarantine until the batch has been
sampled, tested, examined as appropriate, and released for use by quality control. Each raw
materia isassgned an established specification, agreed upon by the supplier and/or governed by
regulatory agencies. Theraw material must meet specificationsbeforebeing released for use.

Conformity

Colorcon requireseach raw material component to betested for conformity with al appropriate
gpecifications. Inlieu of suchtesting, aCertificate of Analysismay beaccepted from the supplier of
acomponent, provided that at |east one specificidentity test isconducted. Typically, every fourth
lot of agiven raw material isrequiredto undergofull testing.
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5.6

5.7

5.8

Insomeinstances pre-delivery samplesrepresenting the batch may be submitted to theink maker
for special testsprior to the delivery being accepted.

Traceability
Colorcon maintainstraceability of raw materia sby assgning aconsecutive numerica batch control
number, specificto thedelivered material upon receipt, referencing the vendor batch number.

Storage

Colorcon raw materialsare stored in appropriate conditionsto segregate batches, and prevent
contamination and deterioration. Rgected or quarantined componentsareidentified and controlled
under an electronic quarantine system designed to prevent their usein manufacturing. They are
heldin segregated areas of thefacility.

Usage
Colorcon rotatesraw material inventory ona*“ first expired—first out” basis. Raw materiasare
re-tested based upon their shelf-liferequirementsto determine suitability for continued use.

Formulation
Thefollowing parametersare cons dered when formulating printinginks:

Typeof substrate and material combinations.

Typeof food, pharmaceutical or medical productsto be packed.

Typeof printing processesand printing equipment.

Packageforming andfilling processes.

End-user specifications.

Complianceto hedlth, safety and consumer protection regulations.

Compliancewith environmenta policiesfor printing, manufacturing processesand end-use.

Printing inksareformulated in suchaway:

asto havethe necessary adhesion of thedry layer to the substrate and resistance to physical
and chemical stress,

asto besuitablefor the method of application and for subsequent converting processes,
asto havethe binder/col orant/additive combination to meet product resi stance specifications
or other agreed upon end use specifications.

Production

71

7.2

7.3

Objective

Colorconfollowswritten proceduresfor production and process control designed to assurethat
our products possesstheidentity, quality and purity they purport to possess. Any deviationfrom
thewritten proceduresshall berecorded and justified.

Manufacturing I nstruction Document

Manufacturing indructionsareissued and followed for each batch, giving detallsof theraw materids,
the quantitiesand the equipment to be used. Colorcon performsin-processtesting throughout the
manufacturing process. Thistesting isroutinely documented and verified.

Manufacturing Formulation
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10.

74

Colorcon manufactures with approved components, from approved suppliers. Colorcon
manufacturesbatches by following abatch sheet that isaduplicate copy of themaster formula.
Colorcon dispensesthe designated quantities of raw materia sas shown on the batch sheet prior to
beginning to manufacture.

Equipment

Colorcon uses calibrated equipment of appropriate design, adequate size and suitablelocation to
facilitate operationsfor itsintended use and for its cleaning and mai ntenance. Equipment and
utensIsare cleaned and maintained to prevent malfunctionsand cross-contamination.

Quality Control

8.1

8.2

8.3

8.4

Objective
Tocarry out laboratory testson printing inks produced to ensurethat the products supplied to the
customer arefit for application and end use and conform to customer specifications.

Production Quality Control

Testing of printing ink samplesat sel ected stages of the processiscarried out in order to establish
whether the product ismeseting therequired qudity standard. A procedureisset upfor theproduction
personnel to adjust the processor product within the specified limitswhen necessary.

Testing

Products are tested to meet specifications established at theformulation stage. Some additional
test methods may be agreed upon with customers. Colorcon performstesting of finished goods to
assure our products meet established specificationsand arefit for customer use.

Test Equipment
All Colorcon analytical and manufacturing equipment is calibrated on acalibration scheduleto
ensurethat thetest resultsare accurate.

Product | nfor mation

9.1 | dentification
Colorconidentifiesour products by name, formulaand batch number.

9.2  Conformity
Colorcon supplies Certificatesof Anays sfor each batch of product manufactured at our facilities,
confirming that it meetsspecification.

9.3 Data Sheets
ColorconsuppliesMaterid Safety Data Sheetson eachformula, detalling rlevant chemicd, physicd
and safety data. Technical DataSheetsarea so availablefor all of our ink systems.

Packaging

10.1  Specification

Colorcon sdlects packaging to protect products during shipping and storage, and conformsto the
appropriate requirementsfor transport.
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12.

10.2 Cleanliness
Colorcon inspects packaging componentsfor cleanliness and storesthemin such away asto
prevent contamination.

10.3 AccurateFilling
Colorcon adherestotherequiredfill weights. Filling controlsareaccurateand al weighing equipment
iscalibrated and frequently inspected.

104 Labding
Each Colorcon container hasthe minimum following information onlabels:
- ldentification of the producer
Reference number and description of product
Batch number
Net weight
Hedlth, safety and transport information

Sorage
All productsand raw materia sarestored in conditionsto prevent any deterioration of themateria. Where

appropriate aprocedure existsto test stock to ensureit hasnot drifted from specification. Rejected stock
isclearly marked and quarantined.

Delivery
All productsaredeliveredin clean and clearly |abeled suitable containers.
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