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TO WHOM IT MAY CONCERN

MNovember 3, 2004

Clindamycin Phosphate USP

The active ingredient mentioned above is manufactured at the PGM Plant in Arecibo, Puerto
Rico. A listing of all ingredients is presented in the attached table showing the material’s origin,
place of manufacture and CEP number if applicable.

There are two drug substances (Clyndamycin HCL USP and Clyndamycin Hydrochloride
Intermediate) containing animal origin on the Clindamycin Phosphate USP process. These two
materials contain Lincomycin Hydrochloride on their process. Lincomycin Hydrochloride is
manufactured with three raw materials (lard oil, NZ Amine B and skim milk) manufactured from
animal. An extensive TSE/BSE assessment has been performed on this material (see attached
Lincomycin Hydrochloride Certification).  Since these three animal based raw materials
originate from milk and porcine, raw materials used in the Lincomycin Hydrochloride process are
considered in compliance with the note for guidance on minimizing the risk of transmitting
animal spongiform encephalopathy agents via human and veterinary medicinal products
(EMEA/410/01 Rev. 02) in line with the legal requirement as inscribed in Annex [ to Directives
2001/82/EC (veterinary medicines) or Directive 2001/83/EC as amended by Directive
2003/63/EC (medicines for human use).
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Clindamycin Phosphate USP contains the following ingredients:

Component Origin of the Country of origin CEP #
material and Tissue used

Glacial Acetic Acid Synthetic Origin Not applicable Not applicable

Acetone USP Petrochemical Not applicable Not applicable
Sources

S.D Alcohol 2B-3 Chemical Origin Not applicable Not applicable

Anhvdrous

S.D Alcohol SD 3A Chemical Origin Not applicable Not applicable

Anhvdrous

P-Tertiaty-Butyl- Petrochemical Not applicable Mot applicable

Benzaldehyde Origin

Bio-Rad Resin AG 1- | Synthetic/ Not applicable Not applicable

X2 Chemical origin

Diethyllamine 99.5/ | Synthetic Origin Not applicable Not applicable

Minimum

Dimethyl Formamide | Synthetic Origin Not applicable Not applicable

Technical

Edetate Disodium Chemical Origin Not applicable Not applicable

USP

Ethyl Acetate 99% Synthetic Origin Not applicable Mot applicable

Undernature Techn.

Grade

Ethylene Synthetic/ Not applicable Not applicable

Cyanohydrin Chemical origin

Ethylenediamine Chemical Origin Not applicable Mot applicable

Hydrochloric Acid Chemical Origin Not applicable Not applicable

Reagent

Hydrogen Chloride | Synthetic Organic Not applicable Not applicable

Gas Chemical

Methanol Absolute Petrochemical Mot applicable Not applicable
Origin

Methylene Chloride | Chemical Origin Not applicable Not applicable

Techn. Grade

Sodium Hydroxide Mineral Sources Mot applicable Not applicable

Pellets

Hexane Petrochemical Not applicable Not applicable
Sources

Phosphorous Synthetic Origin Not applicable Mot applicable

Oxychloride Reagent

Sodium Bicarbonate | Synthetic Origin Not applicable Not applicable

USP Granular 60

Pyridine Synthetic 1 | Synthetic Origin Not applicable Not applicable




Component Origin of the Country of origin CEP#
material and Tissue used

Trimethyl MNatural/Synthetic Mot applicable Not applicable
Orthoformate Tech | Origin
Grade
Clyndamycin HCL Animal Origin Complies with Not applicable
USP EMEA/410/01 Rev 2
Clyndamycin Animal Origin Complies with Not applicable
Hydrochloride EMEA/410/01 Rev 2
Intermediate
Sodium Hydroxide Mineral / Chemical | Not applicable Not applicable
50% Origin




