CBER Import Product Codes Sorted by Product Class

How do | use this page to find the FDA Product Code to use when importing a CBER-regulated product?

To assist those importing CBER-regulated products, CBER has created 2 searchable lists that match most CBER-
regulated products to their FDA Product Codes: one list is organized by Product Class (product categories) and the
other list is organized alphabetically by manufacturer name (if one is listed). Please note that these 2 lists are
intended as a resource, but are not intended to be a complete list of every CBER-regulated product. If you are the
import filer, you should review the information provided by the manufacturer, exporter, and/or importer to identify
possible search terms. This information provided may include product labeling, invoice papers, or entry documents.
This information will be helpful to you as you select possible search terms to use to find the right FDA Product Code.
If you have questions about what the product is, contact the manufacturer, exporter, and/or importer for more
information.

e For most biological drugs and devices that are licensed, approved, or cleared by the CBER, the lists include the
Industry Code, (57), the Product Class (e.g., C [Viral Vaccines])), the Specific Product Code (e.g., 02), the product
(e.g., influenza virus vaccine), trade name (e.g., Flumist), and the sponsor’s (usually the manufacturer’'s) name,
(e.g., Medimmune).

e For blood and blood components (human) that are licensed by CBER, we have not listed any trade names or
manufacturers. For blood and blood components, the lists include the Industry Code (57), the Product Class (D
[Blood and Blood Components]), the Specific Product Code (e.g., 44), and the product description (e.g., Source
Plasma (Human)).

e For human cells, tissue, and cellular or tissue-based products (HCT/Ps), we have not listed any trade names or
manufacturers unless the product is licensed by CBER. For most HCT/Ps, the lists include the Industry Code

(57), the Product Class (J through T), the Specific Product Code, and the product description.

Industry | Product | Product |[Product Class Trade Name / Product Sponsor Name
Code Class Code |Description (Manufacturer)
57 A 10 JAntivenin Lactrodectus Mactans Merck & Co., Inc.
(Lactrodectus
mactans [black
widow])
57 A 20 |Crotalidae [pit viper]|CroFab Protherics Inc., a
Polyvalent Immune wholly-owned
Fab subsidiary of
Protherics PLC
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CBER Import Product Codes Sorted by Product Class

Industry| Product | Product |Product Class Trade Name / Product Sponsor Name

Code Class Code |Description (Manufacturer)

57 A 02 |Botulism Antitoxin |[No Trade Name Sanofi Pasteur
Limited

57 A 09 |Antivenin Polyvalent]No Trade Name Wyeth
(Crotalidae [pit Pharmaceuticals,
viper]) Inc.

57 A 11 JAntivenin (Micrurus |Micrurus Fulvious Wyeth
fulvious [coral Pharmaceuticals,
snake]) Inc.

57 B 05 |Tetanus Toxoid No Trade Name (for further manufacture) Novartis Vaccines

and Diagnostics
GmbH & Co. KG
57 B 05 |Tetanus Toxoid No Trade Name Sanofi Pasteur
Inc.
57 B 01 |Diptheria Toxoid No Trade Name (for further manufacture) Statens Serum
Institut
57 B 05 |Tetanus Toxoid No Trade Name (for further manufacture) Statens Serum
Institut
57 C 19 |Smallpox Vaccine |ACAM2000 Acambis, Inc.
57 C 26 |Hepatitis B Vaccine |Doxamune B Cangene
Corporation
57 C 26 |Hepatitis B Vaccine JHepaGam Cangene
Corporation
57 C 02 |Influenza Virus AFLURIA CSL Limited

Vaccine
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CBER Import Product Codes Sorted by Product Class

Industry| Product | Product |Product Class Trade Name / Product Sponsor Name
Code Class Code |Description (Manufacturer)
57 C 15 |Rabies Vaccine BioRab Emergent
BioDefense
Operations
Lansing Inc.
57 C 25 |Hepatitis A Vaccine |Havrix GlaxoSmithKline
Biologicals
57 C 26 |Hepatitis B Vaccine |Engerix-B GlaxoSmithKline
Biologicals
57 C 02 |Influenza Virus FLUARIX GlaxoSmithKline
Vaccine Biologicals
57 C 28 |Rotavirus Vaccine |Rotarix GlaxoSmithKline
Biologicals
57 C 02 |Influenza Virus FluLaval ID Biomedical
Vaccine Corporation of
Quebec
57 C 02 Influenza Virus Agriflu Novartis Vaccines
Vaccine and Diagnostics,
Inc.
57 C 27 |Japanese Ixiaro Intercell AG
Encephalitis Virus
Vaccine
57 C 02 Influenza Virus FluMist Medlmmune, LLC
Vaccine
57 C 25 Hepatitis A Vaccine |[VAQTA Merck & Co., Inc.
57 C 26 Hepatitis B Vaccine |Recombivax Merck & Co., Inc.
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CBER Import Product Codes Sorted by Product Class

Industry| Product | Product |Product Class Trade Name / Product Sponsor Name
Code Class Code |Description (Manufacturer)
57 C 31 Human GARDASIL Merck & Co., Inc.
Papillomavirus
Vaccine
57 C 31 Human Cervarix GlaxoSmithKline
Papillomavirus Biologicals
Vaccine
57 C 03 Measles Virus ATTENUVAX Merck & Co., Inc.
Vaccine
57 C 08 |Mumps Virus MumpsVax Merck & Co., Inc.
Vaccine
57 C 28 |Rotavirus Vaccine |RotaTeq Merck & Co., Inc.
57 C 18 Rubella Virus MERUVAX II Merck & Co., Inc.
Vaccine
57 C 29 Varicella Virus Varivax Merck & Co., Inc.
Vaccine
57 C 30 |Zoster Vaccine Zostavax Merck & Co., Inc.
57 C 15 Rabies Vaccine RabAvert Novartis Vaccines
and Diagnostics
GmbH & Co. KG
57 C 02 Influenza Virus FluVirin Novartis Vaccines
Vaccine and Diagnostics
Limited
57 C 27 |Japanese JE-Vax Research
Encephalitis Virus Foundation for
Vaccine Microbial
Diseases of

Osaka University
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CBER Import Product Codes Sorted by Product Class

Industry| Product | Product |Product Class Trade Name / Product Sponsor Name
Code Class Code |Description (Manufacturer)
57 C 02 |Influenza Virus Fluzone Sanofi Pasteur
Vaccine Inc.
57 C 21 |Yellow Fever YF-Vax Sanofi Pasteur
Vaccine Inc.
57 C 09 |Poliovirus Vaccine |Poliovax Sanofi Pasteur
Limited
57 C 09 |Poliovirus Vaccine |IPOL Sanofi Pasteur SA
57 C 15 |Rabies Vaccine Imovax Rabies Sanofi Pasteur SA
57 C 19 |Smallpox Vaccine |Dryvax (available only through CDC or DoD Wyeth
programs) Pharmaceuticals,
Inc.
57 D 18 |Horse Serum No Trade Name Merck & Co., Inc.
57 D 05 |Cryoprecipitated Trade Name(s) Not Listed Manufacturer(s)
Antihemophilic Not Listed
Factor (AHF)
(Human)
57 D 18 |Horse Serum Trade Name(s) Not Listed Manufacturer(s)
Not Listed
57 D 20 |Human Serum Trade Name(s) Not Listed Manufacturer(s)
Not Listed
57 D 29 |Red Blood Cells Trade Name(s) Not Listed Manufacturer(s)
(Human) Not Listed
57 D 32 |Plasma (Human) Trade Name(s) Not Listed Manufacturer(s)
Not Listed
57 D 36 |Whole Blood Trade Name(s) Not Listed Manufacturer(s)
(Human) Not Listed
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CBER Import Product Codes Sorted by Product Class

Industry| Product | Product |Product Class Trade Name / Product Sponsor Name
Code Class Code |Description (Manufacturer)
57 D 44  |Source Plasma Trade Name(s) Not Listed Manufacturer(s)
(Human) Not Listed
57 D 45 |Platelets (Human) [Trade Name(s) Not Listed Manufacturer(s)
Not Listed
57 D 55 |Source Leukocytes |Trade Name(s) Not Listed Manufacturer(s)
(Human) Not Listed
57 D 63 |Granulocytes Trade Name(s) Not Listed Manufacturer(s)
(Human) Not Listed
57 D 64 |Recovered Plasma |Trade Name(s) Not Listed Manufacturer(s)
(Human) Not Listed
57 D 65 |Therapeutic Trade Name(s) Not Listed Manufacturer(s)
Exchange Plasma Not Listed
(Human)
57 E 10 |Tuberculin, Purified JAplisol JHP
Protein Derivative Pharmaceuticals,
LLC
57 E 10 |Tuberculin, Purified |Tubersol Sanofi Pasteur
Protein Derivative Limited
57 G 19 JAnimal Allergens, |No Trade Name - Hair ALK-Abello A/S
Standardized Cat
57 G 25 |Vvenoms (bee, Pharmalgen - Honey Bee Venom ALK-Abello A/S
wasp, hornet, yellow
jacket)
57 G 25 |Venoms (bee, Pharmalgen - Mixed Vespid Venom Protein ALK-Abello A/S

wasp, hornet, yellow
jacket)
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CBER Import Product Codes Sorted by Product Class

Industry| Product | Product |Product Class Trade Name / Product Sponsor Name
Code Class Code |Description (Manufacturer)
57 G 25 |Venoms (bee, Pharmalgen - Wasp Venom Protein ALK-Abello A/S
wasp, hornet, yellow
jacket)
57 G 25 |Venoms (bee, Pharmalgen - White Faced Hornet Venom Protein ALK-Abello A/S
wasp, hornet, yellow
jacket)
57 G 25 |Venoms (bee, Pharmalgen - Yellow Hornet Venom Protein ALK-Abello A/S
wasp, hornet, yellow
jacket)
57 G 25 |Venoms (bee, Pharmalgen - Yellow Jacket Venom Protein ALK-Abello A/S
wasp, hornet, yellow
jacket)
57 G 19 JAnimal Allergens, |No Trade Name - Hair ALK-Abello, Inc.
Standardized Cat
57 G 19 JAnimal Allergens, |No Trade Name - Pelt ALK-Abello, Inc.
Standardized Cat
57 G 21 |Iinsects (Whole Dermatophagoides farinae ALK-Abello, Inc.
Body), Mite
57 G 21 |Iinsects (Whole Dermatophagoides pteronyssinus ALK-Abello, Inc.
Body), Mite
57 G 01 |Allergenic Extracts, |Alum Precipitated ALK-Abello, Inc.

Non-standardized
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CBER Import Product Codes Sorted by Product Class

Industry| Product | Product |Product Class Trade Name / Product Sponsor Name
Code Class Code |Description (Manufacturer)
57 G 22 |Pollens — Grasses |Bermuda Grass Cynodon dactylon ALK-Abello, Inc.
Bluegrass, Kentucky (June) Poa pratensis
Fescue, Meadow Festuca elatior
Orchard Grass Dactylis glomerata
Redtop Agrostis alba
Ryegrass, Perennial Lolium perenne
Sweet Vernal Grass Anthoxanthum odoratum
Timothy Phleum pratense
57 G 23 |Pollens — Weeds Ragweed - Short Ambrosia elatior ALK-Abello, Inc.
and Garden Plants,
Ragweed
57 G 24  |Positive Skin Test |Histatrol ALK-Abello, Inc.
Control — Histamine
57 G 19 |JAnimal Allergens, |No Trade Name Allergy
Standardized Cat Laboratories, Inc.
57 G 21 |Insects (Whole Dermatophagoides farinae Allergy
Body), Mite Laboratories, Inc.
57 G 21 |Insects (Whole Dermatophagoides pteronyssinus Allergy
Body), Mite Laboratories, Inc.
57 G 01 |Allergenic Extracts, |[Camel Hair - Camelus sp. Allergy

Non-standardized

Laboratories, Inc.
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CBER Import Product Codes Sorted by Product Class

Industry| Product | Product |Product Class Trade Name / Product Sponsor Name
Code Class Code |Description (Manufacturer)
57 G 22 |Pollens — Grasses |Bermuda Grass Cynodon dactylon Allergy
Bluegrass, Kentucky (June) Poa pratensis Laboratories, Inc.
Fescue, Meadow Festuca elatior
Orchard Grass Dactylis glomerata
Redtop Agrostis alba
Ryegrass, Perennial Lolium perenne
Sweet Vernal Grass Anthoxanthum odoratum
Timothy Phleum pratense
57 G 23 |Pollens — Weeds Ragweed - Short Ambrosia artemisifolia Allergy
and Garden Plants, Laboratories, Inc.
Ragweed
57 G 19 |Animal Allergens, [No Trade Name Allermed
Standardized Cat Laboratories, Inc.
57 G 20 |Candida albicans |Candin Allermed
Skin Test Antigen Laboratories, Inc.
for Cellular
Hypersensitivity
57 G 21 |Insects (Whole Dermatophagoides farinae Allermed
Body), Mite Laboratories, Inc.
57 G 21 |Iinsects (Whole Dermatophagoides pteronyssinus Allermed
Body), Mite Laboratories, Inc.
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CBER Import Product Codes Sorted by Product Class

Industry| Product | Product |Product Class Trade Name / Product Sponsor Name
Code Class Code |Description (Manufacturer)
57 G 22 |Pollens — Grasses |Bermuda Grass Cynodon dactylon Allermed
Bluegrass, Kentucky (June) Poa pratensis Laboratories, Inc.
Fescue, Meadow Festuca elatior
Orchard Grass Dactylis glomerata
Redtop Agrostis alba
Ryegrass, Perennial Lolium perenne
Sweet Vernal Grass Anthoxanthum odoratum
Timothy Phleum pratense
57 G 23 |Pollens — Weeds Ragweed - Short Ambrosia artemisiifolia Allermed
and Garden Plants, Laboratories, Inc.
Ragweed
57 G 24  |Positive Skin Test |No Trade Name Allermed
Control — Histamine Laboratories, Inc.
57 G 01 |Allergenic Extracts, |Camel Hair - Camelus sp. Antigen
Non-standardized Laboratories, Inc
57 G 23 |Pollens — Weeds Ragweed - Short Ambrosia artemisiifolia Antigen
and Garden Plants, Laboratories, Inc
Ragweed
57 G 19 |Animal Allergens, |No Trade Name Antigen
Standardized Cat Laboratories, Inc.
57 G 21 |Iinsects (Whole Dermatophagoides farinae Antigen
Body), Mite Laboratories, Inc.
57 G 21 |Iinsects (Whole Dermatophagoides pteronyssinus Antigen
Body), Mite Laboratories, Inc.
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CBER Import Product Codes Sorted by Product Class

Industry| Product | Product |Product Class Trade Name / Product Sponsor Name
Code Class Code |Description (Manufacturer)
57 G 22 |Pollens — Grasses |Bermuda Grass Cynodon dactylon Antigen
Bluegrass, Kentucky (June) Poa pratensis Laboratories, Inc.
Fescue, Meadow Festuca elatior
Orchard Grass Dactylis glomerata
Redtop Agrostis alba
Ryegrass, Perennial Lolium perenne
Sweet Vernal Grass Anthoxanthum odoratum
Timothy Phleum pratense
57 G 19 JAnimal Allergens, |No Trade Name - Hair Greer
Standardized Cat Laboratories, Inc.
57 G 21 |Iinsects (Whole Dermatophagoides farinae Greer
Body), Mite Laboratories, Inc.
57 G 21 |Iinsects (Whole Dermatophagoides pteronyssinus Greer
Body), Mite Laboratories, Inc.
57 G 22 |Pollens — Grasses |Bermuda Grass Cynodon dactylon Greer
Bluegrass, Kentucky (June) Poa pratensis Laboratories, Inc.
Fescue, Meadow Festuca elatior
Orchard Grass Dactylis glomerata
Redtop Agrostis alba
Ryegrass, Perennial Lolium perenne
Sweet Vernal Grass Anthoxanthum odoratum
Timothy Phleum pratense
57 G 23 |Pollens — Weeds Ragweed - Short Ambrosia artemisiifolia Greer

and Garden Plants,
Ragweed

Laboratories, Inc.
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CBER Import Product Codes Sorted by Product Class

Industry| Product | Product |Product Class Trade Name / Product Sponsor Name
Code Class Code |Description (Manufacturer)
57 G 23 |Pollens — Weeds Ragweed - Short Ambrosia elatior Greer
and Garden Plants, Laboratories, Inc.
Ragweed
57 G 18 |Allergen Patch No Trade Name - Benzocaine Hermal Kurt
Tests Herrmann
57 G 19 |Animal Allergens, [|No Trade Name - Hair Hollister-Stier
Standardized Cat Laboratories, LLC
57 G 19 JAnimal Allergens, |No Trade Name - Pelt Hollister-Stier
Standardized Cat Laboratories, LLC
57 G 21 Insects (Whole Dermatophagoides farinae Hollister-Stier
Body), Mite Laboratories, LLC
57 G 21 |Iinsects (Whole Dermatophagoides pteronyssinus Hollister-Stier
Body), Mite Laboratories, LLC
57 G 22 |Pollens — Grasses [Slough Grass Beckmannia erucaeformis Hollister-Stier

Bermuda Grass Cynodon dactylon
Bluegrass, Kentucky (June) Poa pratensis
Fescue, Meadow Festuca elatior

Orchard Grass Dactylis glomerata

Redtop Agrostis alba

Ryegrass, Perennial Lolium perenne

Sweet Vernal Grass Anthoxanthum odoratum
Timothy Phleum pratense

Laboratories, LLC
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CBER Import Product Codes Sorted by Product Class

Industry| Product | Product |Product Class Trade Name / Product Sponsor Name
Code Class Code |Description (Manufacturer)
57 G 23 |Pollens — Weeds Ragweed - Short Ambrosia artemisiifolia Hollister-Stier
and Garden Plants, Laboratories, LLC
Ragweed

57 G 24  |Positive Skin Test |No Trade Name Hollister-Stier
Control — Histamine Laboratories, LLC

57 G 25 |Venoms (bee, Honey Bee Venom Hollister-Stier
wasp, hornet, yellow Laboratories, LLC
jacket)

57 G 25 |Venoms (bee, Mixed Vespid Venom Protein Hollister-Stier
wasp, hornet, yellow Laboratories, LLC
jacket)

57 G 25 |Venoms (bee, Wasp Venom Protein Hollister-Stier
wasp, hornet, yellow Laboratories, LLC
jacket)

57 G 25 |Venoms (bee, White Faced Hornet Venom Protein Hollister-Stier
wasp, hornet, yellow Laboratories, LLC
jacket)

57 G 25 |Venoms (bee, Yellow Hornet Venom Protein Hollister-Stier
wasp, hornet, yellow Laboratories, LLC
jacket)

57 G 25 |Venoms (bee, Yellow Jacket Venom Protein Hollister-Stier
wasp, hornet, yellow Laboratories, LLC
jacket)

57 G 18 |Allergen Patch No Trade Name Mekos
Tests Laboratories AS

57 G 19 JAnimal Allergens, |No Trade Name - Hair Nelco
Standardized Cat Laboratories, Inc.
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CBER Import Product Codes Sorted by Product Class

Industry| Product | Product |Product Class Trade Name / Product Sponsor Name
Code Class Code |Description (Manufacturer)
57 G 21 |Iinsects (Whole Dermatophagoides farinae Nelco
Body), Mite Laboratories, Inc.
57 G 21 |Iinsects (Whole Dermatophagoides pteronyssinus Nelco
Body), Mite Laboratories, Inc.
57 G 19 |JAnimal Allergens, |Cat Dander - Felis sp. Nelco
Standardized Cat Laboratories, Inc.
57 G 22 |Pollens — Grasses |Bermuda Grass Cynodon dactylon Nelco
Bluegrass, Kentucky (June) Poa pratensis Laboratories, Inc.
Fescue, Meadow Festuca elatior
Orchard Grass Dactylis glomerata
Redtop Agrostis alba
Ryegrass, Perennial Lolium perenne
Sweet Vernal Grass Anthoxanthum odoratum
Timothy Phleum pretense
57 G 23 |Pollens — Weeds Ragweed - Short Ambrosia artemisiifolia Nelco
and Garden Plants, Laboratories, Inc.
Ragweed
57 H 11 |Bacterial Antigen Trade Name(s) Not Listed Manufacturer(s)
(No U.S. Standard Not Listed
Potency)
57 H 37 |Polyvalent Bacterial [Trade Name(s) Not Listed Manufacturer(s)
Vaccine (No U.S. Not Listed
Standard Potency
57 H 38 |Typhoid Vaccine Vivotif Berna Biotech Ltd.
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Industry| Product | Product |Product Class Trade Name / Product Sponsor Name
Code Class Code |Description (Manufacturer)
57 H 12 |Polyvalent Bacterial |Staphage Lysate Delmont
Antigen (No U.S. Laboratories, Inc.
Standard Potency)
57 H 31 |Anthrax Vaccine BioThrax Emergent
BioDefense
Operations
Lansing Inc.
57 H 36 |Plague Vaccine No Trade Name Greer
Laboratories, Inc.
57 H 46 |Haemophilus b Hiberix GlaxoSmithKline
Vaccine Biologicals
57 H 46 |Haemophilus b PedvaxHIB Merck & Co., Inc.
Vaccine
57 H 42  |Pneumococcal Pneumovax 23 Merck & Co., Inc.
Vaccine
57 H 45 |BCG Live Tice BCG Organon Teknika
Corporation LLC
57 H 32 |BCG Vaccine No Trade Name Organon Teknika
Corporation LLC
57 H 44  |Acellular Pertussis |No Trade Name (for further manufacture) Research
Vaccine Foundation for
Concentrate Microbial
Diseases of
Osaka University
57 H 39 |Meningococcal Menactra Sanofi Pasteur
Vaccine Inc.
57 H 39 |Meningococcal Menomune-A Sanofi Pasteur
Vaccine Inc.
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Industry| Product | Product |Product Class Trade Name / Product Sponsor Name
Code Class Code |Description (Manufacturer)
57 H 39 |Meningococcal Menomune-C Sanofi Pasteur
Vaccine Inc.
57 H 39 |Meningococcal Menomune-A/C Sanofi Pasteur
Vaccine Inc.
57 H 39 |Meningococcal Menomune Sanofi Pasteur
Vaccine Inc.
57 H 45 |BCG Live TheraCys Sanofi Pasteur
Limited
57 H 32 |BCG Vaccine Mycobax Sanofi Pasteur
Limited
57 H 46 |Haemophilus b ActHIB Sanofi Pasteur SA
Vaccine
57 H 46 |Haemophilus b OmniHIB Sanofi Pasteur SA
Vaccine
57 H 38 |Typhoid Vaccine Typhim Vi Sanofi Pasteur SA
57 H 42  |Pneumococcal Prevnar Wyeth
Vaccine Pharmaceuticals,
Inc.
57 18 |Measles and Trade Name(s) Not Listed Manufacturer(s)
Mumps Virus Not Listed
Vaccine
57 11 |DTaP & Hepatitis B |PEDIARIX GlaxoSmithKline
& Polio Virus Biologicals
Vaccine
57 05 Diptheria, Tetanus |Infanrix GlaxoSmithKline

and acellular
Pertussis (DTaP)
Vaccine

Biologicals
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Industry| Product | Product |Product Class Trade Name / Product Sponsor Name
Code Class Code |Description (Manufacturer)
57 I 12 |DTaP & Polio Virus |Kinrix GlaxoSmithKline
Vaccine Biologicals
57 I 15 |Hepatitis A & Twinrix GlaxoSmithKline
Hepatitis B Vaccine Biologicals
57 I 05 Diptheria, Tetanus |Boostrix GlaxoSmithKline
and acellular Biologicals
Pertussis (DTaP)
Vaccine
57 I 10 |Tetanus and No Trade Name MassBiolLogics
Diphtheria Toxoids
57 I 14 |Haemophilus b and JCOMVAX Merck & Co., Inc.
Hepatitus B Vaccine
57 I 17 |Measles, Mumps, |M-M-R I Merck & Co., Inc.
Rubella Virus
Vaccine
57 I 16 |Measles, Mumps, [ProQuad Merck & Co., Inc.
Rubella and
Varicella Virus
Vaccine
57 I 10 |Tetanus and No Trade Name (for further manufacture) Novartis Vaccines
Diphtheria Toxoids and Diagnostics
GmbH & Co. KG
57 I 05 |Diptheria, Tetanus |Tripedia Sanofi Pasteur

and acellular
Pertussis (DTaP)
Vaccine

Inc.

Page 17 of 94




CBER Import Product Codes Sorted by Product Class

Industry| Product | Product |Product Class Trade Name / Product Sponsor Name
Code Class Code |Description (Manufacturer)
57 I 10 |Tetanus and No Trade Name Sanofi Pasteur
Diptheria Toxoids Inc.
57 I 10 |Tetanus and DECAVAC Sanofi Pasteur
Diphtheria Toxoids Inc.
57 I 05 |Diptheria, Tetanus |Daptacel Sanofi Pasteur
and acellular Limited
Pertussis (DTaP)
\Vaccine
57 I 10 |Tetanus and No Trade Name Sanofi Pasteur
Diptheria Toxoids Limited
57 I 13 |DTaP & Polio Virus |Pentacel Sanofi Pasteur
& Haemophilus b Limited
Vaccine
57 I 05 |Diptheria, Tetanus JADACEL Sanofi Pasteur
and acellular Limited
Pertussis (DTaP)
\Vaccine
57 I 10 |Tetanus and TENIVAC Sanofi Pasteur
Diptheria Toxoids Limited
57 J 03 |Bone Trade Name(s) Not Listed Manufacturer(s)
Not Listed
57 J 07 |Connective Tissue |Trade Name(s) Not Listed Manufacturer(s)
(Cartilage, Not Listed
Ligaments,
Tendons)
57 K 01 |Semen (Sperm) Trade Name(s) Not Listed Manufacturer(s)
Not Listed
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Industry| Product | Product |Product Class Trade Name / Product Sponsor Name
Code Class Code |Description (Manufacturer)
57 K 02 |Oocytes (EgQ) Trade Name(s) Not Listed Manufacturer(s)
Not Listed
57 K 03 |Embryo Trade Name(s) Not Listed Manufacturer(s)
Not Listed
57 L 03 |Eye Tissue Trade Name(s) Not Listed Manufacturer(s)
(Cornea, Sclera) Not Listed
57 L 04 |Amniotic Membrane | Trade Name(s) Not Listed Manufacturer(s)
for Eye Repair Not Listed
57 M 01 JUmbilical Cord Trade Name(s) Not Listed Manufacturer(s)
Blood Stem Cells Not Listed
57 M 02 |Peripheral Blood Trade Name(s) Not Listed Manufacturer(s)
Stem Cells Not Listed
57 M 03 |Lymphocytes Trade Name(s) Not Listed Manufacturer(s)
(Donor Not Listed
Lymphocytes for
Infusion, T Cells)
57 N 03 |Cell Therapies Trade Name(s) Not Listed Manufacturer(s)
Not Listed
57 N 04 |Gene Therapies Carticel Genzyme
(vectors, genetically Biosurgery
modified cells)
57 Q 01 |Skin Trade Name(s) Not Listed Manufacturer(s)
Not Listed
57 R 01 |Veins, Arteries Trade Name(s) Not Listed Manufacturer(s)
Not Listed
57 S 01 |Heart Tissue Trade Name(s) Not Listed Manufacturer(s)
Not Listed
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Industry| Product | Product |Product Class Trade Name / Product Sponsor Name
Code Class Code |Description (Manufacturer)
57 T 01 |Dura Mater Trade Name(s) Not Listed Manufacturer(s)
Not Listed
57 U 11 |Varicella-Zoster Trade Name(s) Not Listed Manufacturer(s)
Immune Globulin Not Listed
57 U 31 |Lymphocyte Trade Name(s) Not Listed Manufacturer(s)
Immune Globulin, Not Listed
Anti-thymocyte
Globulin
57 U 33 |Respiratory Trade Name(s) Not Listed Manufacturer(s)
Syncytial Virus Not Listed
Immune Globulin
Intravenous
57 U 29  |Immune Globulin Polygam Baxter Healthcare
Intravenous Corporation
57 U 12 |Albumin Buminate Baxter Healthcare
Corporation
57 U 13 |Alpha-1-Proteinase |Aralast Baxter Healthcare
Inhibitor Corporation
57 U 01 |Anti-Inhibitor Autoplex Baxter Healthcare
Coagulant Complex Corporation
57 U 01 JAnti-Inhibitor Feiba Baxter Healthcare

Coagulant Complex

Corporation
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CBER Import Product Codes Sorted by Product Class

Industry| Product | Product |Product Class Trade Name / Product Sponsor Name
Code Class Code |Description (Manufacturer)
57 U 02 |Antihemophilic Hemofil M Baxter Healthcare
Factor Corporation
57 U 02 JAntihemophilic Recombinate Baxter Healthcare
Factor Corporation
57 U 02 |Antihemophilic Bioclate (Armour) Baxter Healthcare
Factor Corporation
57 U 02 JAntihemophilic Advate Baxter Healthcare
Factor Corporation
57 U 17 |CMV High Titer No Trade Name (for further manufacture) Baxter Healthcare
Fraction Il + llI Corporation
Paste
57 U 03 |Factor IX Complex |Bebulin VH Baxter Healthcare
Corporation
57 U 03 |Factor IX Complex |Proplex-T Baxter Healthcare
Corporation
57 U 22 Fibrin Sealant ARTISS Baxter Healthcare
Corporation
57 U 22  |Fibrin Sealant TISSEEL Baxter Healthcare

Corporation

Page 21 of 94




CBER Import Product Codes Sorted by Product Class

Industry| Product | Product |Product Class Trade Name / Product Sponsor Name
Code Class Code |Description (Manufacturer)
57 U 23 |Fraction Il No Trade Name (for further manufacture) Baxter Healthcare
Corporation
57 U 29 |Immune Globulin Gammagard Baxter Healthcare
Intravenous Corporation
57 U 29  |Immune Globulin Iveegam Baxter Healthcare
Intravenous Corporation
57 U 29 Immune Globulin KIOVIG Baxter Healthcare
Intravenous Corporation
57 U 04 |Plasma Protein Protenate Baxter Healthcare
Fraction Corporation
57 U 34 |Protein C Ceprotin Baxter Healthcare
Concentrate Corporation
57 U 32 |RSV High Titer No Trade Name (for further manufacture) Baxter Healthcare
Fraction 11 + IlI Corporation
Paste
57 U 07 |Thrombin No Trade Name (for further manufacture) Baxter Healthcare
Corporation
57 U 02 |Antihemophilic Kogenate Bayer HealthCare
Factor LLC
57 U 02 |Antihemophilic Helixate Bayer HealthCare
Factor LLC
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Industry| Product | Product |Product Class Trade Name / Product Sponsor Name
Code Class Code |Description (Manufacturer)
57 U 10 |Hepatitis Immune |Nabi-HB Biotest
Globulin Pharmaceuticals
Corporation
57 U 16 Botulism Immune |Baby BIG California
Globulin Department of
Intravenous Health (CDPH)
57 U 05 |Rho (D) Immune WinRho Cangene
Globulin Corporation
57 U 08 |Vaccinia Immune |JCNJ-016 Cangene
Globulin Corporation
57 U 12  |Albumin No Trade Name Central Laboratory
of the Netherlands
Red Cross Blood
Transfusion
Service
57 U 12 JAlbumin AlbuRx CSL Behring AG
57 U 20 |Cytomegalovirus CytoGam CSL Behring AG
Immune Globulin
Intravenous
57 U 29 |Immune Globulin Carimune CSL Behring AG
Intravenous
57 U 29 |Immune Globulin Sandoglobulin CSL Behring AG
Intravenous
57 U 29 |Immune Globulin Panglobulin CSL Behring AG
Intravenous
57 U 29  |Immune Globulin Privigen CSL Behring AG
Intravenous
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CBER Import Product Codes Sorted by Product Class

Industry| Product | Product |Product Class Trade Name / Product Sponsor Name
Code Class Code |Description (Manufacturer)
57 U 05 |Rho (D) Immune Rhophylac CSL Behring AG
Globulin
57 U 35 |Antihemophilic Humate-P CSL Behring
Factor/von GmbH
Willebrand Factor
Complex
57 U 35 |Antihemophilic Wilate Octapharma
Factor/von Pharmazeutika
Willebrand Factor Produktionsges.m.
Complex b.H
57 U 36 Fibrinogen RiaSTAP CSL Behring
GmbH
57 U 30 |Immune Globulin Vivaglobin CSL Behring
Subcutaneous GmbH
57 U 37 |C1 Esterase Berinert CSL Behring
Inhibitor GmbH
57 U 12  |Albumin Albuminar CSL Behring LLC
57 U 13 |JAlpha-1-Prteinase |Zemaira CSL Behring LLC
Inhibitor
57 U 02 |Antihemophilic Monoclate CSL Behring LLC
Factor
57 U 18 |Coagulation Factor |Mononine CSL Behring LLC
IX
57 U 29  |Immune Globulin Gammar CSL Behring LLC

Intravenous
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CBER Import Product Codes Sorted by Product Class

Industry| Product | Product |Product Class Trade Name / Product Sponsor Name
Code Class Code |Description (Manufacturer)
57 U 28  |Immune Globulin No Trade Name Emergent
BioDefense
Operations
Lansing Inc.
57 U 07 |Thrombin Thrombin-JMI GenTrac, Inc.
57 U 07 |Thrombin ThromboColl GenTrac, Inc.
57 U 15 |Anti-thymocyte Thymoglobulin Genzyme
Globulin Corporation
57 U 12  |Albumin Albutein Grifols Biologicals
Inc.
57 U 35 |Antihemophilic Profilate Grifols Biologicals
Factor/von Inc.
Willebrand Factor
Complex
57 U 35 |Antihemophilic Alphanate Grifols Biologicals
Factor/von Inc.
Willebrand Factor
Complex
57 U 18 |Coagulation Factor |AlphaNine Grifols Biologicals
IX Inc.
57 U 03 |Factor IX Complex [Profilnine Grifols Biologicals
Inc.
57 U 14 |Antithrombin Il ATryn GTC
Biotherapeutics,
Inc.
57 U 12 |Albumin No Trade Name Instituto Grifols,
S.A.
57 U 29 Immune Globulin Flebogamma Instituto Grifols,
Intravenous S.A.
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CBER Import Product Codes Sorted by Product Class

Industry| Product | Product |Product Class Trade Name / Product Sponsor Name
Code Class Code |Description (Manufacturer)
57 U 37 |C1 Esterase Cinryze Lev
Inhibitor Pharmaceuticals,
Inc.
57 U 19 |Coagulation Factor |[NovoSeven Novo Nordisk Inc.
Vila
57 U 12 |Albumin No Trade Name Octapharma
Pharmazeutika
Produktionsges.m.
b.H
57 U 29  |Immune Globulin OCTAGAM Octapharma
Intravenous Pharmazeutika
Produktionsges.m.
b.H
57 U 22 Fibrin Sealant Crosseal OMRIX
biopharmaceutical
s, Ltd.
57 U 22 |Fibrin Sealant EVICEL OMRIX
biopharmaceutical
s, Ltd.
57 U 07 |Thrombin Evithrom OMRIX
biopharmaceutical
S, Ltd.
57 U 05 |Rho (D) Immune RhoGAM Ortho-Clinical
Globulin Diagnostics, Inc.
57 U 05 |Rho (D) Immune MICRhoGAM Ortho-Clinical
Globulin Diagnostics, Inc.
57 U 27 |Hemin for Injection |Panhematin Ovation
Pharmaceuticals,
Inc.
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CBER Import Product Codes Sorted by Product Class

Industry| Product | Product |Product Class Trade Name / Product Sponsor Name
Code Class Code |Description (Manufacturer)
57 U 31 |Lymphocyte Atgam Pharmacia &
Immune Globulin, Upjohn Company
Anti-thymocyte
Globulin
57 U 21 |Digoxin Immune DigiFab Protherics Inc., a
Fab wholly-owned
subsidiary of
Protherics PLC
57 U 09 |Rabies Immune Imogam Sanofi Pasteur SA
Globulin
57 U 12  |Albumin Plasbumin Talecris
Biotherapeutics,
Inc.
57 U 13 |Alpha-1-Proteinase |Prolastin Talecris
Inhibitor Biotherapeutics,
Inc.
57 U 02 |Antihemophilic Koate Talecris
Factor Biotherapeutics,
Inc.
57 U 14 |Antithrombin Il Thrombate Il Talecris
Biotherapeutics,
Inc.
57 U 24 |Fraction Il + Il No Trade Name (for further manufacture) Talecris
Paste Biotherapeutics,
Inc.
57 U 25 Fraction V-1 No Trade Name (for further manufacture) Talecris
Biotherapeutics,
Inc.
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CBER Import Product Codes Sorted by Product Class

Industry| Product | Product |Product Class Trade Name / Product Sponsor Name
Code Class Code |Description (Manufacturer)
57 U 10 |Hepatitis Immune |BayHep B Talecris
Globulin Biotherapeutics,
Inc.
57 U 10 |Hepatitis Immune |HyperHep B S/D Talecris
Globulin Biotherapeutics,
Inc.
57 U 28  |Immune Globulin GammaSTAN Talecris
Biotherapeutics,
Inc.
57 U 28  |Immune Globulin BayGam Talecris
Biotherapeutics,
Inc.
57 U 29  |Immune Globulin Gamimune Talecris
Intravenous Biotherapeutics,
Inc.
57 U 29 |Immune Globulin Gammaplex Bio Products
Intravenous Laboratory
57 U 29 |Immune Globulin GAMUNEX Talecris
Intravenous Biotherapeutics,
Inc.
57 U 38 |Plasma No Trade Name (for further manufacture) Talecris
Cryoprecipitate Biotherapeutics,
Inc.
57 U 04 |Plasma Protein Plasmanate Talecris
Fraction Biotherapeutics,
Inc.
57 U 26 |Fraction V Paste No Trade Name (for further manufacture) Talecris
Biotherapeutics,
Inc.
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Industry| Product | Product |Product Class Trade Name / Product Sponsor Name
Code Class Code |Description (Manufacturer)
57 U 09 |Rabies Immune BayRab Talecris
Globulin Biotherapeutics,
Inc.
57 U 09 |Rabies Immune HyperRab Talecris
Globulin Biotherapeutics,
Inc.
57 U 05 |Rho (D) Immune BayRho-D Talecris
Globulin Biotherapeutics,
Inc.
57 U 05 Rho (D) Immune HypRho-D Talecris
Globulin Biotherapeutics,
Inc.
57 U 05 |Rho (D) Immune HyperRHO S/D Talecris
Globulin Biotherapeutics,
Inc.
57 U 06 |Tetanus Immune BayTet Talecris
Globulin Biotherapeutics,
Inc.
57 U 06 |Tetanus Immune HyperTet Talecris
Globulin Biotherapeutics,
Inc.
57 U 21 |Digoxin Immune Digibind Wellcome
Fab Foundation
Limited Wellcome
Research
Laboratories
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CBER Import Product Codes Sorted by Product Class

Industry| Product | Product |Product Class Trade Name / Product Sponsor Name
Code Class Code |Description (Manufacturer)
57 U 02 |Antihemophilic ReFacto Wyeth
Factor Pharmaceuticals,
Inc.
57 U 02 JAntihemophilic XYNTHA Wyeth
Factor Pharmaceuticals,
Inc.
57 U 02 |Antihemophilic No Trade Name (for further manufacture) Wyeth
Factor Pharmaceuticals,
Inc.
57 U 18 |Coagulation Factor |BeneFIX Wyeth
IX Pharmaceuticals,
Inc.
57 U 07 |Thrombin RECOTHROM Zymogenetics,
Inc.
57 \% 07 |Antibody to Human |Trade Name(s) Not Listed Manufacturer(s)
Immunodeficiency Not Listed
Virus Type 1
(Antibody to HIV-1)
57 Vv 06 |Antibody to Auszyme Monoclonal Abbott
Hepatitis B Surface Laboratories
Antigen (Antibody to
HBsAQ)
57 Vv 06 JAntibody to ABBOTT PRISM HBsAg Abbott
Hepatitis B Surface Laboratories

Antigen (Antibody to
HBsAQ)
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CBER Import Product Codes Sorted by Product Class

Industry| Product | Product |Product Class Trade Name / Product Sponsor Name
Code Class Code |Description (Manufacturer)
57 Vv 06 |Antibody to ABBOTT PRISM HBsAg Confirmatory Abbott
Hepatitis B Surface Laboratories
Antigen (Antibody to
HBsAQ)
57 V 06 |Antibody to Antibody to HBsAg/Radio Immuno Assay Abbott
Hepatitis B Surface |(RIA)/Lysate Laboratories
Antigen (Antibody to
HBsAQ)
57 Vv 06 |Antibody to (Mouse Monoclonal) Enzyme-Linked Abbott
Hepatitis B Surface JImmunosorbent Assay (ELISA) (HBsAg/Enzyme Laboratories
Antigen (Antibody to]Immuno Assay (EIA)/Recombinant
HBsAQ)
57 \% 03 |Hepatitis B Surface |[HBsAg/Enzyme Immuno Assay (EIA)/Recombinant Abbott
Antigen Laboratories
57 \% 03 |Hepatitis B Surface |[HBsAg/Enzyme Immuno Assay (EIA)/Lysate Abbott
Antigen Laboratories
57 \% 03 |Hepatitis B Surface JAUSAB Abbott
Antigen Laboratories
57 \% 08 |Hepaititis B Virus ABBOTT PRISM HBcore Abbott
Laboratories
57 \% 08 |Hepaititis B Virus Corzyme Abbott
Laboratories
57 \% 10 |Hepatitis C Virus HCV Encoded Antigen/Enzyme Immuno Assay Abbott
Encoded Antigen (EIA), Version 2.0/Recombinant and Synthetic Laboratories
57 \% 10 |Hepatitis C Virus HCV Encoded Antigen/Enzyme Immuno Assay Abbott
Encoded Antigen (EIA)/Recombinant Laboratories
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Industry| Product | Product |Product Class Trade Name / Product Sponsor Name
Code Class Code |Description (Manufacturer)

57 Vv 10 |Hepatitis C Virus ABBOTT PRISM HCV Abbott
Encoded Antigen Laboratories

57 V 11 |Human HIV-1/Enzyme Immuno Assay (EIA), Dried Blood Abbott
Immunodeficiency |Spot/Lysate Laboratories
Virus Type 1

57 Vv 11 |Human HIV-1/Enzyme Immuno Assay (EIA)/Lysate Abbott
Immunodeficiency Laboratories
Virus Type 1

57 Vv 14 |Human HIVAB HIV-1/HIV-2 (rDNA) EIA Abbott
Immunodeficiency Laboratories
Virus Types 1 & 2

57 Vv 14 |Human ABBOTT PRISM HIV O Plus Abbott
Immunodeficiency Laboratories
Virus Types 1 & 2

57 \% 15 |Human T- HTLV-I/Enzyme Immuno Assay (EIA), Version Abbott
Lymphotropic Virus |2.0/Lysate Laboratories
Type |

57 \% 15 |Human T- HTLV-I/Enzyme Immuno Assay (EIA)/Lysate Abbott
Lymphotropic Virus Laboratories
Type |

57 Vv 16 |Human T- ABBOTT PRISM HTLV-I/HTLV-II Abbott
Lymphotropic Virus Laboratories
Types | & |l

57 Vv 16 |Human T- Abbott HTLV-l and HTLV-II EIA Abbott
Lymphotropic Virus Laboratories
Types | &l
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Industry
Code

Product
Class

Product
Code

Product Class
Description

Trade Name / Product

Sponsor Name
(Manufacturer)

57

Vv

01

Blood Grouping
Reagent(s)

ALBA clone

Anti-A (Murine Monoclonal)
Anti-A,B (Murine Monoclonal)
Anti-B (Murine Monoclonal)
Anti-D (Monoclonal Blend)
Anti-D (Monoclonal-lgM)
Anti-D (Monoclonal-IlgM Blend)
Anti-E (Monoclonal)

Anti-Lea (Murine Monoclonal)
Anti-Leb (Murine Monoclonal)
Anti-Lub (Murine Monoclonal)
Anti-M (Murine Monoclonal)
Anti-N (Murine Monoclonal)
Anti-c (Monoclonal)

Anti-k (Monoclonal)

Alba Bioscience,
Inc.

57

01

Blood Grouping
Reagent(s)

Anti-Fya

Anti-K

Anti-k

Anti-Kpa

Anti-Kpb

Anti-M

Anti-S

Anti-s

Anti-Human Globulin

American National
Red Cross

57

04

Limulus Amebocyte
Lysate

Pyrochrome

Associates of
Cape Cod, Inc.

57

04

Limulus Amebocyte
Lysate

Pyrotell

Associates of
Cape Cod, Inc.

57

04

Limulus Amebocyte
Lysate

No Trade Name

Baxter Healthcare
Corporation
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CBER Import Product Codes Sorted by Product Class

Industry| Product | Product |Product Class Trade Name / Product Sponsor Name
Code Class Code |Description (Manufacturer)
57 Vv 09 |Hepatitis C Virus Hepatitis C Virus/Polymerase Chain Reaction/Blood | BioLife Plasma
Cell Derived Services L.P.
57 V 11 |Human HIV-1/Polymerase Chain Reaction BioLife Plasma
Immunodeficiency Services L.P.
Virus Type 1
57 \% 11  |Human HIV-1/Enzyme Immuno Assay (EIA), Oral/Lysate bioMerieux, Inc.
Immunodeficiency
Virus Type 1
57 Vv 11 |Human HIV-1/Enzyme Immuno Assay (EIA), Strips/Lysate bioMerieux, Inc.
Immunodeficiency
Virus Type 1
57 \% 15 |Human T- HTLV-I/Enzyme Immuno Assay (EIA)/Lysate bioMerieux, Inc.
Lymphotropic Virus
Type |
57 \% 16 |Human T- Vironostika HTLV-I/1l Microelisa Test System bioMerieux, Inc.
Lymphotropic Virus
Types | & |l
57 \% 06 |Antibody to GS HBsSAg EIA 3.0 Bio-Rad
Hepatitis B Surface Laboratories, Inc.
Antigen (Antibody to
HBsAQ)
57 \% 06 |Antibody to GS HBsAg Confirmatory Assay 3.0 Bio-Rad

Hepatitis B Surface
Antigen (Antibody to
HBsAQ)

Laboratories, Inc.
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Industry| Product | Product |Product Class Trade Name / Product Sponsor Name
Code Class Code |Description (Manufacturer)
57 Vv 11 |Human HIV-1/Enzyme Immuno Assay (EIA)/Lysate Bio-Rad
Immunodeficiency Laboratories, Inc.
Virus Type 1
57 Vv 11 |Human HIV-1/Western Blot (WB)/Lysate Bio-Rad
Immunodeficiency Laboratories, Inc.
Virus Type 1
57 V 13 |Human HIV-2/Enzyme Immuno Assay (EIA)/Lysate Bio-Rad
Immunodeficiency Laboratories, Inc.
Virus Type 2
57 \% 14 |Human Genetic Systems HIV-1/HIV-2 Plus O EIA Bio-Rad

Immunodeficiency
Virus Types 1 & 2

Laboratories, Inc.
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Industry| Product | Product |Product Class Trade Name / Product Sponsor Name

Code Class Code |Description (Manufacturer)

57 \Y; 01 |Blood Grouping Anti-A (Murine Monoclonal) Biotest Medical
Reagent(s) Anti-A,B (Murine Monoclonal) Diagnostics GmbH

Anti-B (Murine Monoclonal)
Anti-C (Monoclonal)

Anti-c (Monoclonal)

Anti-D (Monoclonal Blend)
Anti-D (Monoclonal IgM)
Anti-E (Monoclonal)

Anti-e (Monoclonal)

Anti-Fya (Monoclonal)
Anti-Jka (Monoclonal)
Anti-Jkb (Monoclonal)

Anti-K (Monoclonal)

Anti-k (Murine Monoclonal)
Anti-Lea (Murine Monoclonal)
Anti-M (Murine Monoclonal)
Anti-N (Murine Monoclonal)
Anti-P1 (Murine Monoclonal)
Anti-S (Monoclonal)

Anti-s (Monoclonal)
Anti-Human Globulin
Anti-Human Globulin (Rabbit/Murine Monoclonal)
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CBER Import Product Codes Sorted by Product Class

Industry| Product | Product |Product Class Trade Name / Product Sponsor Name
Code Class Code |Description (Manufacturer)
57 V 01 |Blood Grouping Erytype-S Biotest Medical
Reagent(s) For Use in Automated Systems Diagnostics GmbH
Anti-A (Murine Monoclonal)
Anti-A,B (Murine Monoclonal)
Anti-B (Murine Monoclonal)
Anti-C (Monoclonal)
Anti-c (Monoclonal)
Anti-D (Monoclonal — 1gG Blend)
Anti-D (Monoclonal — IgM)
Anti-E (Monoclonal)
Anti-e (Monoclonal)
Anti-K (Monoclonal)
Anti-Human Globulin
57 Vv 02 |Reagent Red Blood |[No Trade Name Biotest Medical
Cells Diagnostics GmbH
57 Vv 02 |Reagent Red Blood |[No Trade Name Biotest Medical
Cells For Use in Automated Systems Diagnostics GmbH
57 Vv 04 |Limulus Amebocyte |[No Trade Name Charles River
Lysate Endosafe, a
Division of Charles
River
Laboratories, Inc.
57 \% 01 |Blood Grouping Anti-A (Murine Monoclonal) CHEMBIOMED
Reagent(s) Anti-B (Murine Monoclonal) LTD.

Anti-Lea (Murine Monoclonal)
Anti-Leb (Murine Monoclonal)
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CBER Import Product Codes Sorted by Product Class

Industry| Product | Product |Product Class Trade Name / Product Sponsor Name
Code Class Code |Description (Manufacturer)
57 \Y 01 Blood Grouping Olympus PK System Diagast
Reagent(s) Ant?-A (Muring Monoclonal)
Anti-A,B (Murine Monoclonal)
Anti-B (Murine Monoclonal)
Anti-C (Monoclonal)
Anti-c (Monoclonal)
Anti-D (Monoclonal Blend)
Anti-D (Monoclonal IgM)
Anti-E (Monoclonal)
Anti-e (Monoclonal)
Anti-K (Monoclonal)
57 \V 01 Blood Grouping Anti-C (Human Monoclonal-lgM For Further Manufacture) Diagast
Reagent(s) Ant?-Fya (Mo.noclonaI-IgG For Further Manufacture)
Anti-P1 (Murine Monoclonal-IgM For Further Manufacture)
Anti-s (Monoclonal-IgG For Further Manufacture)
57 Vv 02 |Reagent Red Blood |[No Trade Name - For use in automated systems Diagast
Cells
57 Vv 12 |Human Procleix Gen-Probe
Immunodeficiency |HIV-1/HCV Assay Incorporated
Virus Type 1 and
Hepatitis C Virus
57 \% 12 |Human APTIMA HIV-1 RNA qualitative assay Gen-Probe
Immunodeficiency Incorporated

Virus Type 1 and
Hepatitis C Virus
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CBER Import Product Codes Sorted by Product Class

Industry| Product | Product |Product Class Trade Name / Product Sponsor Name
Code Class Code |Description (Manufacturer)
57 Vv 18 |Human Procleix Ultrio Assay Gen-Probe
Immunodeficiency Incorporated

Virus Type 1,

Hepatitis B Virus,
and Hepatitis C
Virus

57 \% 17 |West Nile Virus Procleix WNV Assay Gen-Probe
Incorporated
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CBER Import Product Codes Sorted by Product Class

Industry| Product | Product |Product Class Trade Name / Product Sponsor Name
Code Class Code |Description (Manufacturer)
57 V 01 |Blood Grouping Anti-A & Anti-A (Murine Monoclonal) Immucor, Inc.

Reagent(s) Anti-A,B & Anti-AB (Murine Monoclonal)
Anti-B & Anti-B (Murine Monoclonal)
Anti-C & Anti-C (Monoclonal)

Anti-c & Anti-c (Monoclonal)

Anti-CDE & Anti-CDE (Monoclonal)

Anti-Cw

Anti-D & Anti-D (Monoclonal Blend)

Anti-D (Monoclonal-Polyclonal Blend)

Anti-Dia

Anti-E & Anti-E (Monoclonal)

Anti-e & Anti-e (Monoclonal)

Anti-Fya

Anti-Fyb

Ant-Jka

Anti-Jkb

Anti-Jsa

Anti-Jsb

Anti-K

Anti-K (Monoclonal) & Anti-K (Human/Murine Monoclonal)

Anti-k

Anti-Kpa

Anti Kpb

Anti-Lea (Murine Monoclonal)

Anti-Leb (Murine Monoclonal)

Anti-M & Anti-M (Murine Monoclonal)

Anti-N (Murine Monoclonal)

Anti-P1 & Anti-P1 (Murine Monoclonal)

Anti-S

Anti-s

Anti-U

Anti-Human Globulin (Murine Monoclonal)
57 Vv 02 |Reagent Red Blood |Capture-R Ready-Screen Immucor, Inc.

Cells
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Industry| Product | Product |Product Class Trade Name / Product Sponsor Name
Code Class Code |Description (Manufacturer)
57 Vv 04 |Limulus Amebocyte |Pyrogent Lonza
Lysate Walkersville, Inc.
57 V 11 |Human Cambridge Biotech HIV-1 Western Blot Kit Maxim
Immunodeficiency Biomedical, Inc.
Virus Type 1
57 \% 15 |Human T- HTLV-I/Enzyme Immuno Assay (EIA)/Recombinant Maxim
Lymphotropic Virus Biomedical, Inc.
Type |
57 \% 02 |Reagent Red Blood |[No Trade Name Medion Diagnostic
Cells AG
57 \% 01 |Blood Grouping Anti-A _ Micro Typing
Reagent(s) Anti-A (Murine Monoclonal) Systems, Inc.
Anti-A,B
Anti-A,B (Murine Monoclonal)
Anti-B
Anti-B (Murine Monoclonal)
Anti-C
Anti-c
Anti-C (Monoclonal)
Anti-c (Monoclonal)
Anti-D
Anti-D (Monocolnal — IgM)
Anti-E
Anti-E (Monoclonal)
Anti-e
Anti-e (Monoclonal)
Anti-Human Globulin
57 Vv 02 |Reagent Red Blood |[No Trade Name Micro Typing
Cells Systems, Inc.
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Industry| Product | Product |Product Class Trade Name / Product Sponsor Name
Code Class Code |Description (Manufacturer)
57 V 01 |Blood Grouping For Further Manufacture Millipore (UK) Ltd.
Reagent(s) Ant?-A (Muring Monoclonal)
Anti-A,B (Murine Monoclonal)
Anti-B (Murine Monoclonal)
Anti-C (Human Monoclonal — IgM)
Anti-c (Human Monoclonal — IgM)
Anti-D (Human Monoclonal — IgG)
Anti-D (Human Monoclonal — IgM)
Anti-E (Human Monoclonal — IgM)
Anti-e (Human Monoclonal — IgM)
Anti-Jka (Human Monoclonal — IgM)
Anti-Jkb (Human Monoclonal — IgM)
Anti-K (Human Monoclonal — IgM)
Anti-S (Monoclonal)
Anti-Human Globulin (Murine Monoclonal)
57 Vv 09 |Hepatitis C Virus HCVRT-PCR Assay for detection of HCV-RNA in National Genetics
Human Plasma or Serum Institute
57 Vv 11 |Human HIV-1 RT PCR of Plasma Pools National Genetics
Immunodeficiency Institute
Virus Type 1
57 Vv 08 |Hepatitis B Virus No Trade Name - For use in automated systems Novartis Vaccines
and Diagnostics,
Inc.
57 V 09 |Hepatitis C Virus No Trade Name - For use in automated systems Novartis Vaccines
and Diagnostics,
Inc.
57 \% 09 |Hepatitis C Virus Chiron RIBA HCV 3.0 Strip Immunoblot Assay Novartis Vaccines

and Diagnostics,
Inc.
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Industry| Product | Product |Product Class Trade Name / Product Sponsor Name
Code Class Code |Description (Manufacturer)
57 Vv 06 |Antibody to Antibody to HBsAg/Enzyme Immuno Assay Organon Teknika
Hepatitis B Surface |(EIA)/Lysate B.V.
Antigen (Antibody to
HBsAQ)
57 V 05 |Hepatitis B Core HBcAg/Enzyme Immuno Assay (EIA)/Recombinant | Organon Teknika
Antigen B.V.
57 Vv 16 |Human T- HTLV-1 and HTLV-Il/Latex Agglutination Organon Teknika
Lymphotropic Virus |(LA)/Recombinant B.V.
Types | & |l
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Industry| Product | Product |Product Class Trade Name / Product Sponsor Name
Code Class Code |Description (Manufacturer)
57 V 01 |Blood Grouping Anti-A & Anti-A (Murine Monoclonal) Ortho-Clinical
Reagent(s) Anti-A,B & Anti-AB (Murine Monoclonal) Diagnostics, Inc.
Anti-B & Anti-B (Murine Monoclonal)
Anti-C & Anti-C (Monoclonal)
Anti-c & Anti-c (Monoclonal)
Anti-CD
Anti-CDE
Anti-Cw
Anti-D & Anti-D (Monoclonal-Polyclonal Blend)
Anti-DE
Anti-E & Anti-E (Monoclonal)
Anti-e & Anti-e (Monoclonal)
Anti-Fya
Anti-Fyb
Ant-Jka & Anti-Jka (Monoclonal)
Anti-Jkb & Anti-Jkb (Monoclonal)
Anti-K
Anti-k
Anti-Kpa
Anti-Kpb
Anti-Lea & Anti-Lea (Murine Monoclonal)
Anti-Leb & Anti-Leb (Murine Monoclonal)
Anti-M
Anti-N
Anti-P1
Anti-PP1pk
Anti-S
Anti-Sc2
Anti-s
Anti-Human Globulin
Anti-Human Globulin (Murine Monoclonal)
Anti-Human Globulin (Rabbitt/Murine Monoclonal)
57 Vv 02 |Reagent Red Blood |Resolve Panel C Ortho-Clinical

Cells

Diagnostics, Inc.
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Industry| Product | Product |Product Class Trade Name / Product Sponsor Name
Code Class Code |Description (Manufacturer)
57 Vv 06 |Antibody to Ortho HBsAg ELISA Test System 2 Ortho-Clinical
Hepatitis B Surface Diagnostics, Inc.
Antigen (Antibody to
HBsAQ)
57 V 06 |Antibody to Peroxidase Conjugate ORTHO Antibody to HBSAG Ortho-Clinical
Hepatitis B Surface |ELISA Test System 3 Diagnostics, Inc.
Antigen (Antibody to
HBsAQ)
57 V 06 |Antibody to (Mouse Monoclonal) Antibody to HBsAg/Enzyme Ortho-Clinical
Hepatitis B Surface |Immuno Assay (EIA)/Monoclonal Diagnostics, Inc.
Antigen (Antibody to
HBsAQ)
57 \% 05 |Hepatitis B Core HBcAg/Enzyme Immuno Assay (EIA)/Recombinant | Ortho-Clinical
Antigen Diagnostics, Inc.
57 \% 10 |Hepatitis C Virus HCV Encoded Antigen/Enzyme Immuno Assay Ortho-Clinical
Encoded Antigen (EIA), Version 2.0/Recombinant and Synthetic Diagnostics, Inc.
57 \% 10 |Hepatitis C Virus HCV Encoded Antigen/Enzyme Immuno Assay Ortho-Clinical
Encoded Antigen (EIA), Version 3.0/Recombinant and Synthetic Diagnostics, Inc.
57 \% 10 |Hepatitis C Virus HCV Encoded Antigen/Enzyme Immuno Assay Ortho-Clinical
Encoded Antigen (EIA)/Recombinant Diagnostics, Inc.
57 \% 19 |Trypanosoma cruzi |ORTHO T. cruzi ELISA Test System Ortho-Clinical
(Chagas disease) Diagnostics, Inc.
57 \% 11 |Human No Trade Name (for further manufacture) Peninsula

Immunodeficiency
Virus type 1

Laboratories, Inc.
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Industry| Product | Product |Product Class Trade Name / Product Sponsor Name
Code Class Code |Description (Manufacturer)
57 Vv 20 |Human Cobas TagScreen MPX Test Roche Molecular
Immunodeficiency Systems, Inc.
Virus Types 1 & 2,
Hepatitis B Virus,
and Hepatitis C
Virus
57 Vv 08 |Hepatitis B Virus COBAS Ampliscreen HBV Test Roche Molecular
Systems, Inc.
57 Vv 09 |Hepatitis C Virus COBAS Ampliscreen HCV Test Roche Molecular
Systems, Inc.
57 Vv 11 |Human COBAS Ampliscreen HIV-1 Roche Molecular
Immunodeficiency Systems, Inc.
Virus Type 1
57 Vv 17 |West Nile Virus Cobas TagScreen West Nile Virus (WNV) Roche Molecular
Systems, Inc.
57 Vv 11 |Human HIV-1 Sanochemia
Immunodeficiency Pharmazeutika
Virus Type 1 AG
57 V 11 |Human Fluorognost HIV-1 IFA Sanochemia
Immunodeficiency Pharmazeutika
Virus Type 1 AG
57 \% 11 |Human HIV-1/Enzyme Immuno Assay (EIA)/Synthetic United Biomedical,
Immunodeficiency Inc.
Virus Type 1
57 \% 14 |Human HIV-1 and HIV-2/Enzyme Immuno Assay United Biomedical,
Immunodeficiency |(EIA)/Synthetic Inc.
Virus Types 1 & 2
57 \% 04 |Limulus Amebocyte |Limusate Wako Chemicals

Lysate

USA, Inc.
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Industry| Product | Product |Product Class Trade Name / Product Sponsor Name

Code Class Code |Description (Manufacturer)

57 W 02 |Hookworms Trade Name(s) Not Listed Manufacturer(s)
Not Listed

57 W 01 |Whipworms Trade Name(s) Not Listed Manufacturer(s)
Not Listed
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