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CHAPTER 106

.

ARTICLE 12 - FOOD, DRUGS AND COSMETICS

N.C.G.S.§106-140.1.

Registration of producers of prescription
drugs and devices.

SOURCE LAST AMENDMENT IN THIS RETRIEVED SOURCE FINGERPRINT
TEXT
General Statutes of North . 21 September 2026, 04:23 UTC b2016a7/Sdalo2ieesibbaod
. . S.L. 2015-268, s. 5.1 — eighth e317be4f27f2e3chB9ac8b7f -
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General Assembly

§106-140.1(a)

§ 106-140.1(b)

§ 106-140.1(c)

§ 106-140.1(d)

§ 106-140.1(e)

On or before December 31 of each year, every person doing business in North Carolina
and operating as a wholesaler, manufacturer, outsourcing facility, or repackager,
as those terms are defined in subsection (j) of this section, shall register with the
Commissioner his name and business location(s) in North Carolina. If said person has
no business locations in North Carolina, he shall register his name and location of his

corporate offices.

Every person, upon first operating as a wholesaler, manufacturer, outsourcing facility,
or repackager in North Carolina shall immediately register with the Commissioner
his name, place of business, and such establishment. If said person has no business
locations in North Carolina, he shall register his name and location of his corporate

offices.

Every person duly registered in accordance with subsections (a) and (b) of this section
shall register with the Commissioner any additional establishment that he owns or
operates in the State of North Carolina prior to doing business as a manufacturer,

wholesaler, outsourcing facility, or repackager.

The Commissioner may assign a registration number to any person or any

establishment registered in accordance with this section.
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§ 106-140.1(f)

§106-140.1(g)

§ 106-140.1(h)

§ 106-140.1(i)

§ 106-140.1(j)

The Commissioner shall make available for inspection to any person so requesting any

registration filed pursuant to this section.

The following classes of people are exempt from the registration requirements of this

section:

(1) Pharmacists as defined in G.S. 90-85.3(q) holding a valid permit as defined in
G.S. 90-85.3(m).

(2) Practitioners licensed or registered by law to prescribe or administer drugs and
who manufacture, prepare, compound, or process drugs or devices solely for

use in the course of their professional practice.

(3) Persons who manufacture, prepare, compound, or process drugs solely for use

in research, teaching, or chemical analysis and not for sale.

(4) Other classes of persons the Commissioner may by rule exempt from the
application of this section upon a finding that registration by these classes of
persons in accordance with this section is not necessary for the protection of

the public health.

(5) Wholesale distributors of prescription drugs licensed under G.S. 106-145.3.

Every establishment in the State of North Carolina registered with the Commissioner

pursuant to this section shall be subject to inspection pursuant to G.S. 106-140.

The Commissioner shall adopt rules to implement the registration requirements
of this section. These rules shall provide for an annual registration fee of one
thousand dollars ($1,000) for companies operating as manufacturers, outsourcing
facilities, or repackagers and seven hundred dollars ($700.00) for companies operating
as wholesalers. The Department of Agriculture and Consumer Services shall use these

funds for the implementation of the North Carolina Food, Drug and Cosmetic Act.

For the purposes of this act, name means the name of the partnership if a partnership

and the name of the corporation if a corporation.

As used in this section:
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END OF SECTION TEXT

APPARATUS |
8 ACTS

)

(1a)

)

The term "manufacturer" means a person who prepares, derives, or produces a
prescription drug. Pharmacists are specifically excluded from this definition if
theyare acting in the course of their professional practice as defined in Chapter

90 and rules adopted pursuant to it.

The term "outsourcing facility" means a manufacturer at a single geographic
location or address that is engaged in the compounding of sterile drugs,

has elected to register as an outsourcing facility with the Food and Drug
Administration, and complies with the requirements as provided in 21 U.S.C. §
353b. Exemptions provided by 21 U.S.C. § 353b(a) with respect to labeling, new
drug registration, and distribution supply chain requirements shall also apply

to compounded drugs distributed in North Carolina by an outsourcing facility.

The term "prescription drug" means a drug that under federal law is required,
prior to being dispensed or delivered, to be labeled with the following

statement: "Caution: Federal law prohibits dispensing without a prescription."

The term "repackager" means a person who repacks, relabels, or manipulates a
prescription drug which was in a unit packaged and sealed by a manufacturer.
Pharmacists are specifically exempted from this definition if they are acting
in the course of their professional practice as defined in Chapter 90 and rules

adopted pursuant to it.

The term "wholesaler" means a person acting as a jobber, wholesale merchant,
salvager, or broker, or agent thereof, who sells or distributes for resale a

prescription drug. Pharmacists are specifically exempted from this definition if
they are acting in the course of their professional practice as defined in Chapter

90 and rules adopted pursuant to it.

APPARATUS FOLLOWS — DERIVED, NOT ENACTED

Amendment lineage

The State prints this history as a single parenthetical at the foot of the section. It is

reproduced verbatim in the colophon and unpacked below in order of enactment.

1987
TICK HEIGHT = ACTS IN THAT YEAR DASHED = RECODIFICATION, NOT AMENDMENT

2001 2015

YEAR ACT CHARACTER
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ot 1987 c.737,5.2 ENACTED
02 1989 c.226,5.2 AMENDED
03 1989 1989 (Reg. Sess., 1990), c. 1024, s. 20 AMENDED
o4 1991 c. 699, s5.3, 4 AMENDED
L3 1997 S.L. 1997-261, s. 109 AMENDED
e 2015 S.L. 2015-241, s. 13.4(a) AMENDED
o7 2015 S.L.2015-263, 5. 32 AMENDED
L 2015 S.L. 2015-268, 5. 5.1 AMENDED

APPARATUS II
4 AUTHORITIES

Authorities referenced

Every G.S. cross-reference appearing in the text of this section, in order of first

appearance. Nothing is characterized; the operative language is quoted from the section

itself.

REFERENCE APPEARS IN OPERATIVE LANGUAGE IN THIS SECTION

G.S. 90-85.3(q) ") "Pharmacists as defined in"

G.S. 90-85.3(m) () "a valid permit as defined in"

G.S. 106-145.3 f)5) "distributors of prescription drugs licensed under"

G.S. 106-140 ® "be subject to inspection pursuant to"”
APPARATUS 111 Charion

FULL SECTION

N.C. Gen. Stat. § 106-140.1 (2015).

PINPOINT

N.C. Gen. Stat. § 106-140.1(a) (2015).

Pinpoint keys are set in the left margin of the text rather than line numbers: subsection

designators are stable across editions and paper sizes, line numbers are not.
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COLOPHON
Provenance

This document reproduces the text of one section of the General Statutes of North Carolina
from a source file whose SHA-256 digest is printed on every page. The digest fixes the bytes

this export was made from; if the State's file changes, the digest will not match.

The text of the section is unaltered. Subsection designators have been moved from the run of
text into the margin. The amendment history and the table of authorities are derived from the

section by mechanical extraction — they add no characterization of the law.

This is not the official text. The official text is published by the General Assembly of North

Carolina.

HISTORY PARENTHETICAL, AS PRINTED BY THE STATE
(1987, ¢. 737, 's. 2; 1989, c. 226, s. 2; 1989 (Reg. Sess., 1990), c. 1024, s. 20; 1991, c. 699, ss. 3, 4; 1997-261, s. 109; 2015-241, s.
13.4(a); 2015-263, s. 32; 2015-268, s. 5.1.)
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