Ea COVIDIEN Mallinckrodt

Bulk Pharmaceutical Actives
Directly Compressible Ibuprofen U.S.P. / E.P.
Typical Properties and Applications

Appearance White to off-white granular powder
Active Ingredients % 63% 90%
Excipients % 37% 10%
Particle size analysis (ROTAP) Typical Cumulative % Retained
o S Std #20 mesh (850u) 7% max. 5% max.
+ US Std #60 mesh (250p) 20% min. 25% min.
e US Std #100 mesh (150u) 40% min. 60% min.
¢ US Std #200 mesh (75u) 65% min. 80% min.
Bulk density (g/ml) 0.44 - 0.64 0.40 - 0.59
Packaging 50kg fibre drum 50kg fibre drum
Other Contains lubricants No lubricants
Completely formulated Additional formulation
needed
Application Developed for 200mg Developed for
tablets 200-800mg tablets, also
for formulations with
other actives.

« Continuous quality testing and monitoring
« High purity and consistent particle size

» Fully validated process

« Full compliance to current GMP

« Country of Origin - U.S.A

The information printed herein is derived from our own laboratories and other sources and is believed to be accurate.
However, it may be modified by later findings and should be used with this understanding. Nothing herein shall be
construed as a recommendation to use any product in violation of any patent rights. The user shall have sole
responsibility for determination of whether this product is suitable for any particular purpose.  Prior to use, refer to the
Material Safety Data Sheet for assistance in determining safe handling, storage and use procedures.

Pharmaceuticals Operating Group Office for Europe, Middle East, Africa and Asian Sub-Continent
Mallinckrodt Chemical Ltd., Hall Lane, Staveley, Chesterfield, Derbyshire, 543 3RW, UK
Tel: +44 1246 561200 Fax: +44 1246 280142 www.bulkpharm. mallinckrodt.com www.covidien.com

Covidien (Formerly Tyco Healthcare) Mallinckrodt Reviewed: August 2007



E2J COVIDIEN Mallinckrodt

Bulk Pharmaceutical Actives
Medicinal Narcotic Product List

3993 | Amphetamine Aspartate Yes No Il kg
4942 | Amphetamine Sulphate Yes No I kg
1535 | Codeine USP Small Crystals Yes Mo 1 kg
1548 | Codeine Phosphate USP Powder (EP) Yes Yes Yes 11 kg
1550 | Codeine Phosphate USP Special Yes No 11 kg
1561 | Codeine Phosphate USP Coarse crystals Yes No Yes II kg
2901 | Dextroamphetamine Saccharate Yes No II kg
1950 | Dextroamphetamine Sulphate Yes No II kg
1578 | Dihydrocodeine Bitartrate (Parzone) Yes 1P 11 kg
1568 | Dihydrocodeine Tartrate BP Yes P II kg
1592 | Diphenoxylate Hydrochloride USP Yes No II kg
1593 | Diphenoxylate Hydrochloride with 1% Atropine Sulfate Yes No W kg
0129 | Fentanyl Alkaloid (EP) Yes Yes P I g
5527 | Fentanyl Alkaloid Powder (EP) Yes Yes IP II q
1130 | Fentanyl Citrate USP Special (EP) Yes Yes I g
1582 | Hydrocodone Bitartrate USP Crystals Yes Yes II kg
3245 | Hydromorphone Hydrochloride USP Yes Mo II g
0735 | Levorphanol Tartrate USP Yes No II g
1585 | Meperidine HCl USP Yes No I1 kg
1571 | Methylphenidate Hydrochloride USP Yes Yes II kg
7654 | Methylphenidate Base Yes No 11 kg
7689 | Morphine Alkaloid Yes Yes II kg
1521 | Morphine Sulphate USP (Special) (EP) Yes Yes II kg
3310 | Nalbuphine Hydrochloride (Low Beta Epimer) Yes Yes NR kg
1492 | Naloxone Hydrochloride USP Dihydrate Standard (EF) Yes Yes NR kg
4605 | Naltrexone Base Yes Yes NR kg
3940 | Naltrexone Base Anhydrous Yes Yes NR kg
1479 | Naltrexone Hydrochloride (EP) Yes Yes IP NR kg
6040 | Noscapine USP Small Crystals (EF) Yes Yes NR kg
6150 | Noscapine Hydrochloride Purified (EP) Yes Yes NR kg
1676 | Opium Powder USP No No I kg
4311 | Opium Tincture 2% No No 1 litre
8865 | Oxycodone Hydrochloride USP (D) Yes Yes II kg
6464 | Oxycodone Terephthalate USP Yes No I kg
0881 | Oxymorphone Hydrochloride Yes No I1 kg
1273 | Propoxyphene Hydrochloride USP Powder Yes No II kg
1283 | Propoxyphene Napsylate USP Yes No II kg
0310 | Sufentanil Base (EP) Yes Yes II g
0672 | Sufentanil Citrate USP (EP) Yes Yes 11 g

NR: Mot regulated under the Controlled Substance Act
IP: In progress

Tel: +44 12456 561200

Pharmaceuticals Operating Group Office for Europe, Middle East, Africa and Asian Sub-Continent;

Mallinckrodt Chemical Ltd., Hall Lane, Staveley, Chesterfield, Derbyshire, 543 3RW, UK

Fax: +44 1246 280142

Covidien (formerly Tyco Healthcare) Mallinckrodt

www.bulkpharm.mallinckrodt.com

www.covidien.com

Reviewed: August 2007
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Product Composition

Direct Compression
Paracetamol (Ph.EUR) / Acetaminophen (USP)

Grade Composition

Compap Paracetamol
Pregelatinized Starch

Compap L Paracetamol
Pregelatinized Starch
Povidone
Crospovidone
Stearic Acid

Compap Coarse L Paracetamol
Pregelatinized Starch
Povidone

Stearic Acid

Compap CPM Paracetamol
Chlorpheniramine Maleate
Pregelatinized Starch
Povidone
Stearic Acid

Compap WSE Paracetamol
Povidone
Maltodextrin

Compap PVP3 Paracetamol
Povidone

Paracetamol, Taste - Masked Paracetamol
Ethylcellulose

DC 272 Paracetamol
Gelatin

DC 273 Paracetamol
Pregelatinized Starch
Povidone

DC 284 Paracetamol
Povidone

The information printed herein is derived from our own laboratories and other sources, and is believed to be accurate.
However, it may be modified with later findings and should be used with this understanding. Nothing herein shall be construed
as a recommendation to use any product in violation of any patent rights. The user shall have sole responsibility for
determination of whether this procedure is suitable for any particular purpose. Prior to use, refer to the Material Safety Data
Sheet for assistance in determining safe handling, storage and use procedures.

Date of Issue: 05/03/98

LINCKRODT
CHEMICAL
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