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an exclusion which has been accepted 
for filing. 

[38 FR 8254, Mar. 30, 1973, as amended at 70 
FR 74657, Dec. 16, 2005; 75 FR 10678, Mar. 9, 
2010] 

§ 1308.22 Excluded substances. 
The following nonnarcotic substances 

which may, under the Federal Food, 
Drug, and Cosmetic Act (21 U.S.C. 301), 
be lawfully sold over the counter with-
out a prescription, are excluded from 
all schedules pursuant to section 201(g) 
(1) of the Act (21 U.S.C. 811(g) (1)): 

EXCLUDED NONNARCOTIC PRODUCTS 

Company Trade name NDC code Form Controlled substance (mg or mg/ 
ml) 

Bioline Laboratories ........... Theophed .......................... 00719–1945 TB Phenobarbital .................... 8.00 
Classic Pharmaceuticals 

LLC.
Nasal Decongestant In-

haler/Vapor Inhaler.
IN Levmetamfetamine (l-Des-

oxyephedrine).
50.00 

Goldline Laboratories ........ Guiaphed Elixir ................. 00182–1377 EL Phenobarbital .................... 4.00 
Goldline Laboratories ........ Tedrigen Tablets ............... 00182–0134 TB Phenobarbital .................... 8.00 
Hawthorne Products Inc .... Choate’s Leg Freeze ........ ........................ LQ Chloral hydrate ................. 246.67 
Parke-Davis & Co .............. Tedral ................................ 00071–0230 TB Phenobarbital .................... 8.00 
Parke-Davis & Co .............. Tedral Elixir ....................... 00071–0242 EX Phenobarbital .................... 40.00 
Parke-Davis & Co .............. Tedral S.A. ........................ 00071–0231 TB Phenobarbital .................... 8.00 
Parke-Davis & Co .............. Tedral Suspension ............ 00071–0237 SU Phenobarbital .................... 80.00 
Parmed Pharmacy ............. Asma-Ese ......................... 00349–2018 TB Phenobarbital .................... 8.10 
Rondex Labs ..................... Azma-Aids ........................ 00367–3153 TB Phenobarbital .................... 8.00 
Smith Kline Consumer ....... Benzedrex ......................... 49692–0928 IN Propylhexedrine ................ 250.00 
Sterling Drug, Inc ............... Bronkolixir ......................... 00057–1004 EL Phenobarbital .................... 0.80 
Sterling Drug, Inc ............... Bronkotabs ........................ 00057–1005 TB Phenobarbital .................... 8.00 
Vicks Chemical Co ............ Vicks Inhaler ..................... 23900–0010 IN I-Desoxyephedrine ............ 113.00 
White Hall Labs ................. Primatene (P-tablets) ........ 00573–2940 TB Phenobarbital .................... 8.00 

[38 FR 8255, Mar. 30, 1973. Redesignated at 38 FR 26609, Sept. 24, 1973, and amended at 41 FR 
16553, Apr. 20, 1976; 41 FR 53477, Dec. 7, 1976; 46 FR 51603, Oct. 21, 1981; 47 FR 45867, Oct. 14, 
1982; 54 FR 2100, Jan. 19, 1989; 55 FR 12162, Mar. 30, 1990; 62 FR 13968, Mar. 24, 1997; 74 FR 44283, 
Aug. 28, 2009] 

EXEMPT CHEMICAL PREPARATIONS 

§ 1308.23 Exemption of certain chem-
ical preparations; application. 

(a) The Administrator may, by regu-
lation, exempt from the application of 
all or any part of the Act any chemical 
preparation or mixture containing one 
or more controlled substances listed in 
any schedule, which preparation or 
mixture is intended for laboratory, in-
dustrial, educational, or special re-
search purposes and not for general ad-
ministration to a human being or other 
animal, if the preparation or mixture 
either: 

(1) Contains no narcotic controlled 
substance and is packaged in such a 
form or concentration that the pack-
aged quantity does not present any sig-
nificant potential for abuse (the type of 
packaging and the history of abuse of 
the same or similar preparations may 
be considered in determining the po-
tential for abuse of the preparation or 
mixture); or 

(2) Contains either a narcotic or non-
narcotic controlled substance and one 
or more adulterating or denaturing 
agents in such a manner, combination, 
quantity, proportion, or concentration, 
that the preparation or mixture does 
not present any potential for abuse. If 
the preparation or mixture contains a 
narcotic controlled substance, the 
preparation or mixture must be formu-
lated in such a manner that it incor-
porates methods of denaturing or other 
means so that the preparation or mix-
ture is not liable to be abused or have 
ill effects, if abused, and so that the 
narcotic substance cannot in practice 
be removed. 

(b) Any person seeking to have any 
preparation or mixture containing a 
controlled substance and one or more 
noncontrolled substances exempted 
from the application of all or any part 
of the Act, pursuant to paragraph (a) of 
this section, may apply to the Office of 
Diversion Control, Drug Enforcement 
Administration. See the Table of DEA 
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Mailing Addresses in § 1321.01 of this 
chapter for the current mailing ad-
dress. 

(c) An application for an exemption 
under this section shall contain the fol-
lowing information: 

(1) The name, address, and registra-
tion number, if any, of the applicant; 

(2) The name, address, and registra-
tion number, if any, of the manufac-
turer or importer of the preparation or 
mixture, if not the applicant; 

(3) The exact trade name or other 
designation of the preparation or mix-
ture; 

(4) The complete qualitative and 
quantitative composition of the prepa-
ration or mixture (including all active 
and inactive ingredients and all con-
trolled and noncontrolled substances); 

(5) The form of the immediate con-
tainer in which the preparation or mix-
ture will be distributed with sufficient 
descriptive detail to identify the prepa-
ration or mixture (e.g., bottle, packet, 
vial, soft plastic pillow, agar gel plate, 
etc.); 

(6) The dimensions or capacity of the 
immediate container of the prepara-
tion or mixture; 

(7) The label and labeling, as defined 
in part 1300 of this chapter, of the im-
mediate container and the commercial 
containers, if any, of the preparation 
or mixture; 

(8) A brief statement of the facts 
which the applicant believes justify the 
granting of an exemption under this 
paragraph, including information on 
the use to which the preparation or 
mixture will be put; 

(9) The date of the application; and 
(10) Which of the information sub-

mitted on the application, if any, is 
deemed by the applicant to be a trade 
secret or otherwise confidential and en-
titled to protection under subsection 
402(a)(8) of the Act (21 U.S.C. 842(a) (8)) 
or any other law restricting public dis-
closure of information. 

(d) The Administrator may require 
the applicant to submit such docu-
ments or written statements of fact 
relevant to the application as he deems 
necessary to determine whether the ap-
plication should be granted. 

(e) Within a reasonable period of 
time after the receipt of an application 
for an exemption under this section, 

the Administrator shall notify the ap-
plicant of his acceptance or nonaccept-
ance of his application, and if not ac-
cepted, the reason therefor. The Ad-
ministrator need not accept an applica-
tion for filing if any of the require-
ments prescribed in paragraph (c) or re-
quested pursuant to paragraph (d) is 
lacking or is not set forth as to be 
readily understood. If the applicant de-
sires, he may amend the application to 
meet the requirements of paragraphs 
(c) and (d) of this section. If the appli-
cation is accepted for filing, the Ad-
ministrator shall issue and publish in 
the FEDERAL REGISTER his order on the 
application, which shall include a ref-
erence to the legal authority under 
which the order is based. This order 
shall specify the date on which it shall 
take effect. The Administrator shall 
permit any interested person to file 
written comments on or objections to 
the order within 60 days of the date of 
publication of his order in the FEDERAL 
REGISTER. If any such comments or ob-
jections raise significant issues regard-
ing any finding of fact or conclusion of 
law upon which the order is based, the 
Administrator shall immediately sus-
pend the effectiveness of the order 
until he may reconsider the application 
in light of the comments and objec-
tions filed. Thereafter, the Adminis-
trator shall reinstate, revoke, or 
amend his original order as he deter-
mines appropriate. 

(f) The Administrator may at any 
time revoke or modify any exemption 
granted pursuant to this section by fol-
lowing the procedures set forth in para-
graph (e) of this section for handling an 
application for an exemption which has 
been accepted for filing. The Adminis-
trator may also modify or revoke the 
criteria by which exemptions are 
granted (and thereby modify or revoke 
all preparations and mixtures granted 
under the old criteria) and modify the 
scope of exemptions at any time. 

[38 FR 8254, Mar. 30, 1973. Redesignated at 38 
FR 26609, Sept. 24, 1973, and amended at 46 
FR 28841, May 29, 1981; 62 FR 13968, Mar. 24, 
1997; 75 FR 10678, Mar. 9, 2010] 

§ 1308.24 Exempt chemical prepara-
tions. 

(a) The chemical preparations and 
mixtures approved pursuant to § 1308.23 
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are exempt from application of sec-
tions 302, 303, 305, 306, 307, 308, 309, 1002, 
1003 and 1004 of the Act (21 U.S.C. 822– 
823, 825–829, 952–954) and § 1301.74 of this 
chapter, to the extent described in 
paragraphs (b) to (h) of this section. 
Substances set forth in paragraph (j) of 
this section shall be exempt from the 
application of sections 305, 306, 307, 308, 
309, 1002, 1003 and 1004 of the Act (21 
U.S.C. 825–829, 952–954) and §§ 1301.71– 
1301.73 and 1301.74 (a), (b), (d), (e) and (f) 
of this chapter to the extent as herein-
after may be provided. 

(b) Registration and security: Any 
person who manufactures an exempt 
chemical preparation or mixture must 
be registered under the Act and comply 
with all relevant security requirements 
regarding controlled substances being 
used in the manufacturing process 
until the preparation or mixture is in 
the form described in paragraph (i) of 
this section. Any other person who 
handles an exempt chemical prepara-
tion after it is in the form described in 
paragraph (i) of this section is not re-
quired to be registered under the Act 
to handle that preparation, and the 
preparation is not required to be stored 
in accordance with security require-
ments regarding controlled substances. 

(c) Labeling: In lieu of the require-
ments set forth in part 1302 of this 
chapter, the label and the labeling of 
an exempt chemical preparation must 
be prominently marked with its full 
trade name or other description and 
the name of the manufacturer or sup-
plier as set forth in paragraph (i) of 
this section, in such a way that the 
product can be readily identified as an 
exempt chemical preparation. The 
label and labeling must also include in 
a prominent manner the statement 
‘‘For industrial use only’’ or ‘‘For 
chemical use only’’ or ‘‘For in vitro use 
only—not for human or animal use’’ or 
‘‘Diagnostic reagent—for professional 
use only’’ or a comparable statement 
warning the person reading it that 
human or animal use is not intended. 
The symbol designating the schedule of 
the controlled substance is not re-
quired on either the label or the label-
ing of the exempt chemical prepara-
tion, nor is it necessary to list all in-
gredients of the preparation. 

(d) Records and reports: Any person 
who manufactures an exempt chemical 
preparation or mixture must keep com-
plete and accurate records and file all 
reports required under part 1304 of this 
chapter regarding all controlled sub-
stances being used in the manufac-
turing process until the preparation or 
mixture is in the form described in 
paragraph (i) of this section. In lieu of 
records and reports required under part 
1304 of this chapter regarding exempt 
chemical preparations, the manufac-
turer need only record the name, ad-
dress, and registration number, if any, 
of each person to whom the manufac-
turer distributes any exempt chemical 
preparation. Each importer or exporter 
of an exempt narcotic chemical prepa-
ration must submit a semiannual re-
port of the total quantity of each sub-
stance imported or exported in each 
calendar half-year within 30 days of the 
close of the period to the Drug and 
Chemical Evaluation Section, Drug En-
forcement Administration. See the 
Table of DEA Mailing Addresses in 
§ 1321.01 of this chapter for the current 
mailing address. Any other person who 
handles an exempt chemical prepara-
tion after it is in the form described in 
paragraph (i) of this section is not re-
quired to maintain records or file re-
ports. 

(e) Quotas, order forms, prescrip-
tions, import, export, and trans-
shipment requirements: Once an ex-
empt chemical preparation is in the 
form described in paragraph (i) of this 
section, the requirements regarding 
quotas, order forms, prescriptions, im-
port permits and declarations, export 
permit and declarations, and trans-
shipment and intransit permits and 
declarations do not apply. These re-
quirements do apply, however, to any 
controlled substances used in manufac-
turing the exempt chemical prepara-
tion before it is in the form described 
in paragraph (i) of this section. 

(f) Criminal penalties: No exemption 
granted pursuant to § 1308.23 affects the 
criminal liability for illegal manufac-
ture, distribution, or possession of con-
trolled substances contained in the ex-
empt chemical preparation. Distribu-
tion, possession, and use of an exempt 
chemical preparation are lawful for 
registrants and nonregistrants only as 
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long as such distribution, possession, 
or use is intended for laboratory, in-
dustrial, or educational purposes and 
not for immediate or subsequent ad-
ministration to a human being or other 
animal. 

(g) Bulk materials: For materials ex-
empted in bulk quantities, the Admin-
istrator may prescribe requirements 
other than those set forth in para-
graphs (b) through (e) of this section on 
a case-by-case basis. 

(h) Changes in chemical preparations: 
Any change in the quantitative or 
qualitative composition of the prepara-
tion or mixture after the date of appli-
cation, or change in the trade name or 
other designation of the preparation or 
mixture, set forth in paragraph (i) of 
this section, requires a new application 
for exemption. 

(i) A listing of exempt chemical prep-
arations may be obtained by submit-
ting a written request to the Drug and 
Chemical Evaluation Section, Drug En-
forcement Administration. See the 
Table of DEA Mailing Addresses in 
§ 1321.01 of this chapter for the current 
mailing address. 

(j) The following substances are des-
ignated as exempt chemical prepara-
tions for the purposes set forth in this 
section. 

(1) Chloral. When packaged in a 
sealed, oxygen-free environment, under 
nitrogen pressure, safeguarded against 
exposure to the air. 

(2) EmitR Phenobarbital Enzyme Rea-
gent B. In one liter quantities each 
with a 5 ml. retention sample for re-
packaging as an exempt chemical prep-
aration only. 

[38 FR 8255, Mar. 30, 1973] 

EDITORIAL NOTE: For FEDERAL REGISTER ci-
tations affecting § 1308.24, see the List of CFR 
Sections Affected, which appears in the 
Finding Aids section of the printed volume 
and at www.fdsys.gov. 

EXCLUDED VETERINARY ANABOLIC 
STEROID IMPLANT PRODUCTS 

§ 1308.25 Exclusion of a veterinary an-
abolic steroid implant product; ap-
plication. 

(a) Any person seeking to have any 
anabolic steroid product, which is ex-
pressly intended for administration 
through implants to cattle or other 

nonhuman species and which has been 
approved by the Secretary of Health 
and Human Services for such adminis-
tration, identified as being excluded 
from any schedule, pursuant to section 
102(41)(B)(i) of the Act (21 U.S.C. 
802(41)(B)(i)), may apply to the Office of 
Diversion Control, Drug Enforcement 
Administration. See the Table of DEA 
Mailing Addresses in § 1321.01 of this 
chapter for the current mailing ad-
dress. 

(b) An application for any exclusion 
under this section shall be submitted 
in triplicate and contain the following 
information: 

(1) The name and address of the ap-
plicant; 

(2) The name of the product; 
(3) The chemical structural formula 

or description for any anabolic steroid 
contained in the product; 

(4) A complete description of dosage 
and quantitative composition of the 
dosage form;. 

(5) The conditions of use including 
whether or not Federal law restricts 
this product to use by or on the order 
of a licensed veterinarian; 

(6) A description of the delivery sys-
tem in which the dosage form will be 
distributed with sufficient detail to 
identify the product (e.g. 20 cartridge 
brown plastic belt); 

(7) The label and labeling of the im-
mediate container and the commercial 
containers, if any, of the product;. 

(8) The name and address of the man-
ufacturer of the dosage form if dif-
ferent from that of the applicant; and 

(9) Evidence that the product has 
been approved by the Secretary of 
Health and Human Services for admin-
istration through implant to cattle or 
other nonhuman species. 

(c) Within a reasonable period of 
time after the receipt of an application 
for an exclusion under this section, the 
Administrator shall notify the appli-
cant of his acceptance or nonaccept-
ance of the application, and if not ac-
cepted, the reason therefore. The Ad-
ministrator need not accept an applica-
tion for filing if any of the require-
ments prescribed in paragraph (b) of 
this section is lacking or is not set 
forth as to be readily understood. The 
applicant may amend the application 
to meet the requirements of paragraph 
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