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§1309.22 21 CFR Ch. Il (4-1-23 Edition)
SUMMARY OF REGISTRATION REQUIREMENTS AND LIMITATIONS
- Registra-
Business activity Chemicals DEA forms App;g:eatlon tio(ngperi)od Coincident activities allowed
years
(1) Manufacturing | List I, ...cocoereoireinenceecne New—510 ............ 3,699 1 | May distribute that chemical
Drug products containing Renewal-510a .... for which registration was
ephedrine, issued; may not distribute
pseudoephedrine, phenyl- any chemical for which not
propanolamine. registered.
(2) Distributing ..... List 1, oo New-510 ............ 1,850 1
Scheduled listed chemical Renewal-510a ....
products.
(3) Importing ........ List I, oo New-510 ............ 1,850 1 | May distribute that chemical
Drug Products containing Renewal-510a .... for which registration was
ephedrine, issued; may not distribute
pseudoephedrine, phenyl- any chemical for which not
propanolamine. registered.
(4) Exporting ....... List I, oo New-510 ............ 1,850 1
Scheduled listed chemical Renewal-510a ....
products.

[75 FR 4980, Feb. 1, 2010, as amended at 77 FR
4236, Jan. 27, 2012; 77 FR 15250, Mar. 15, 2012;
85 FR 44734, July 24, 2020]

§1309.22 Separate registration for
independent activities.

(a) The following groups of activities
are deemed to be independent of each
other:

(1) Manufacturing of List I chemicals
or drug products containing ephedrine,
pseudoephedrine, or phenylpropanola-
mine.

(2) Distributing of List I chemicals
and scheduled listed chemical prod-
ucts.

(3) Importing List I chemicals or
drug products containing ephedrine,
pseudoephedrine, or phenylpropanola-
mine.

(4) Exporting List I chemicals and
scheduled listed chemical products.

(b) Except as provided in paragraphs
(c) and (d) of this section, every person
who engages in more than one group of
independent activities must obtain a
separate registration for each group of
activities, unless otherwise exempted
by the Act or §§1309.24 through 1309.26.

(c) A person registered to import any
List I chemical shall be authorized to
distribute that List I chemical after
importation, but no other chemical
that the person is not registered to im-
port.

(d) A person registered to manufac-
ture any List I chemical shall be au-
thorized to distribute that List I chem-
ical after manufacture, but no other

chemical that the person is not reg-
istered to manufacture.

[75 FR 4981, Feb. 1, 2010]

§1309.23 Separate registration for sep-
arate locations.

(a) A separate registration is re-
quired for each principal place of busi-
ness at one general physical location
where List I chemicals are manufac-
tured, distributed, imported, or ex-
ported by a person.

(b) The following locations shall be
deemed to be places not subject to the
registration requirement:

(1) A warehouse where List I chemi-
cals are stored by or on behalf of a reg-
istered person, unless such chemicals
are distributed directly from such
warehouse to locations other than the
registered location from which the
chemicals were originally delivered;
and

(2) An office used by agents of a reg-
istrant where sales of List I chemicals
are solicited, made, or supervised but
which neither contains such chemicals
(other than chemicals for display pur-
poses) nor serves as a distribution
point for filling sales orders.

[60 FR 32454, June 22, 1995, as amended at 75
FR 4981, Feb. 1, 2010]

§1309.24 Waiver of registration re-
quirement for certain activities.

(a) The requirement of registration is
waived for any agent or employee of a
person who is registered to engage in
any group of independent activities, if
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