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Product Data Sheet

Product I nformation

Product Name SheffCel 60HD

Synonyms: Hypromellose, Hydroxypropyl methyl cellulose
Chemical name: Cellulose, 2-hydroxypropyl methyl ether
USP Chemistry: Type 2910

E# 464

CAS# 9004-65-3

Application SheffCel 60HD is used in film tablet coating apations, capsule manufacturing, as a tablet/granule
binder, and as a thickening agent.

Product List
Product Name L abelled Viscosity Viscosity Range M ethoxy Hydr oxypropoxy
Content Content
SheffCel 60HD3 3 mPa*s 2.4 — 3.6 mPa*s 28.0-30.0pp 7.0-12.0%
SheffCel 60HD5 5 mPa*s 4.0 - 6.0 mPa*s 28.0-30.0pp 7.0-12.0%
SheffCel 60HD6 6 mPa*s 4.8 — 7.2 mPa*s 28.0-30.0pp 7.0-12.0%
SheffCel 60HD15 15 mPa*s 12 — 18 mPa*s 28.0-30.0% 7.0-12.0%
SheffCel 60HD50 50 mPa*s 40 -60 mPa*s 28.0-30.06 7.0-12.0%
SheffCel 60HD4000 4000 mPa*s 3000 — 5600 mPa*s 280.0% 7.0-12.0%
Manufacturing, Packaging, & Storage | nformation
Manufacturing Site Zhoucun Plant
Shandong
China
Packaging Product is 25kg net packaged in a polyethylemer lwithin a fiber drum.
Storage Keep container tightly closed. Avoid excessivatheProtect from moisture. Do not
freeze.
Shelf Life Minimum shelf life of 36 months is expected foopened containers.
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Quality Control Specifications

Physical and Chemical Specifications
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Analysis Specification Method
Identification (A) Conforms Current USP, Ph. Eur., JP
Identification (B) Conforms Current USP, Ph. Eur., JP
Identification (C) Conforms Current USP, Ph. Eur., JP
Identification (D) Conforms Current USP, Ph. Eur., JP
Identification (E) Conforms Current USP, Ph. Eur., JP
Viscosity (2% in water) Conforms Current USP, Ph. Eur., JP
pH (2% in water) 5.0-8.0 Current USP, Ph. Eur., JP
Heavy Metals NMT 20 ppm Current USP, Ph. Eur., JP
Loss on Drying NMT 5.0% Current USP, Ph. Eur., JP
ROI NMT 1.5% Current USP, JP
Ash, Sulfated 1.5 Current Ph. Eur.
Appearance, Opalescence Conforms Current Ph. Eur.
Appearance, Solution Conforms Current Ph. Eur.
Assay — Hydroxypropoxy groups (%) 7.0-12.0 Current USP, Ph. Eur., JP
Assay — Methoxy groups (%) 28.0 - 30.0 Current USP, Ph. Eur., JP
Microbiological Specifications
| Total Aerobic Microbial Count | 1000 max USP/10g, C§U

Regulatory Compliance

SheffCel 60HD complies with the following monographs: USP, Btr., JP
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Regulatory | nformation

California Proposition 65 | nformation
SheffCel 60HD does not contain any known carcinogens, mutages®@areproductive toxins that are currently
identified by California Proposition 65, The Safdriking Water and Toxic Enforcement Act of 1986.

Certificate of Origin
No animal-derived components are used in the matwaof this product. The product is manufactured
Shandong, China.

Genetically M odified Organisms (GM O) Information

Kerry does not consid&heffCel 60HD to be free from genetically modified organisms (GMBowever, Kerry
does not perform PCR Analysis for the demonstradio8MO status of the materials.

Latex Information
Latex is not used as a raw material component arraaterial of construction of any equipment ugitizo
manufacture the Kerry products.

Residual Solvent Information (formerly OVI) Information

SheffCel 60HD fully complies with the current USP/NF General desp467> Residual Solvents, the ICH
Guideline Q3C on Residual Solvents, and the Eunopdermacopeia Chapter 5.4 on Residual Solvents. No
solvents are used in the manufactur&ludff Cel 60HD.

TSE/BSE Information

The product does not present a TSE/BSE risk basd¢kdeoNote for Guidance on Minimizing the Risk of
Transmitting Animal Spongiform Encephalopathy Age¥ita Human and Veterinary Medicinal Products
(EMEA/410/01 Rev. 3). No animal derived componetsused in the manufacture of this product.
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Allergen Information

Ingredients listed below are based on the curiéigen legislation in the European Union and thmété States of
America.

I ngredient Present

Cereals containing gluten (i.e. wheat, rye, barbeys, spelt, kamut or their hybridised straing) an -
products thereof

Crustaceans and products thereof -

Eggs and products thereof -

Fish and products thereof -

Peanuts and products thereof -

Soybeans and products thereof -

Milk and products thereof (including lactose) -

Nuts i.e. AlImond Amygdal us communis L.), Hazelnut Corylus avellana), Walnut Quglans -
regia),Cashew fnacardium occidentale), Pecan nutGarya illinoiesis (Wangenh.) K. Koch), Brazil
nut(Bertholletia excelsa), Pistachio nutHistacia vera), Macadamia nut and Queensland Miagadamia
ternifolia) and products thereof

Celery and products thereof -

Mustard and products thereof -

Sesame seeds and products thereof -

Sulphur dioxide and sulphites at concentrationsmofe than 10 mg/kg or 10 mg/L expressed a8 SO -

Lupin and products thereof -

Molluscs and products thereof -

+ = Present asan ingredient as defined in Annex Il1a.
- = Not present as an ingredient.

Additional Information
Requests for additional technical and/or regulabofgrmation about this product can be requestediiling our
website at www.SheffieldBioScience.com or by cotitecyour local Kerry representative.

Issue Date: July 22, 2013
Supersedes: New

Theinformation and recommendations made her ein are based on our resear ch and are believed to be accur ate, but no guaranty of their
accuracy ismade. Data presented herein aretypical values, dight variations may occur. We guar antee that products shipped by usto you
arenot, as of the date of shipment or delivery, adulterated or misbranded within the meaning of the Federal Food, Drug and Cosmetic
Act. Except asexpressly set forth in the preceding sentence, the PRODUCT S DISCUSSED HEREIN ARE SOLD WITHOUT ANY
WARRANTY ASTO MERCHANTABILITY OR FITNESSFOR A PARTICULAR PURPOSE OR ANY OTHER WARRANTY,
EXPRESSED OR IMPLIED. Nothing contained herein shall be construed to imply the nonexistence of any relevant patentsor to
constitute a permission, inducement or recommendation to practice any invention covered by any patent, without authority from the
owner of the patent. Ref # BJCL-88FK9M
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