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As used in G.S. 90-85.28 through G.S. 90-85.31:

Biological product. - As def�ined in section 351(i) of the Public Health Service Act, 42 U.S.C. § 262(i).

Equivalent drug product. - A drug product which has the same established name, active ingredient, strength, 
quantity, and dosage form, and which is therapeutically equivalent to the drug product identif�ied in the 
prescription.

Established name. - As def�ined in section 502(e)(3) of the Federal Food, Drug and Cosmetic Act, 21 U.S.C. 
§ 352(e)(3).

Good manufacturing practice. - As def�ined in Part 211 of Chapter 1 of Title 21 of the Code of Federal 
Regulations.

Interchangeable biological product. - A biological product determined by the United States Food and Drug 
Administration to meet the standards for interchangeability set forth in 42 U.S.C. § 262(k)(4).

Manufacturer. - The actual manufacturer of the f�inished dosage form of the drug.

Narrow therapeutic index drugs. - Those pharmaceuticals having a narrowly def�ined range between risk and 
benef�it. Such drugs have less than a twofold dif�ference in the minimum toxic concentration and minimum 
ef�fective concentration in the blood or are those drug product formulations that exhibit limited or erratic 
absorption, formulation-dependent bioavailability, and wide intrapatient pharmacokinetic variability that 
requires blood-level monitoring. Drugs identif�ied as having narrow therapeutic indices shall be designated 
by the North Carolina Secretary of Health and Human Services upon the advice of the State Health Director, 
North Carolina Board of Pharmacy, and North Carolina Medical Board, as narrow therapeutic index drugs 
and shall be subject to the provisions of G.S. 90-85.28(b1). The North Carolina Board of Pharmacy shall 
submit the list of narrow therapeutic index drugs to the Codif�ier of Rules, in a timely fashion for publication 
in January of each year in the North Carolina Register.
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Prescriber. - Anyone authorized to prescribe drugs pursuant to the laws of this State.

E N D  O F  S E C T I O N  T E X T A P P A R AT U S  F O L L O W S  —  D E R I V E D ,  N O T  E N A C T E D

A P P A R A T U S  I

7  A C T S 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.

1979 2001 2022

T I C K  H E I G H T  =  A C T S  I N  T H AT  Y E A R D A S H E D  =  R E C O D I F I C AT I O N ,  N O T  A M E N D M E N T

№ Y E A R A C T C H A R A C T E R

01 1979 c. 1017, s. 1 E N A C T E D

02 1979 1981 (Reg. Sess., 1982), c. 1188, s. 3 A M E N D E D

03 1983 c. 196, s. 9 A M E N D E D

04 1997 S.L. 1997-76, s. 1 A M E N D E D

05 1997 S.L. 1997-443, s. 11A.118(b) A M E N D E D

06 2015 S.L. 2015-27, s. 1 A M E N D E D

07 2022 S.L. 2022-74, s. 9K.4(a) A M E N D E D

A P P A R A T U S  I I

3  A U T H O R I T I E S Authorities referenced
Every G.S. cross-reference appearing in the text of this section, in order of f�irst 
appearance. Nothing is characterized; the operative language is quoted from the section 
itself.

R E F E R E N C E A P P E A R S  I N O P E R AT I V E  L A N G U A G E  I N  T H I S  S E C T I O N

G.S. 90-85.28 "As used in"

G.S. 90-85.31 "As used in G.S. 90-85.28 through"

G.S. 90-85.28(b1) (null)(4a) "be subject to the provisions of"
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A P P A R A T U S  I I I Citation

F U L L  S E C T I O N

N.C. Gen. Stat. § 90-85.27 (2022).

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.

C O L O P H O N Provenance
This document reproduces the text of one section of the General Statutes of North Carolina 
from a source f�ile whose SHA-256 digest is printed on every page. The digest f�ixes the bytes 
this export was made from; if the State's f�ile 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 of�f�icial text. The of�f�icial text is published by the General Assembly of North 
Carolina.

H I S T O R Y  P A R E N T H E T I C A L ,  A S  P R I N T E D  B Y  T H E  S TAT E

(1979, c. 1017, s. 1; 1981 (Reg. Sess., 1982), c. 1188, s. 3; 1983, c. 196, s. 9; 1997-76, s. 1; 1997-443, s. 11A.118(b); 2015-27, s. 1; 
2022-74, s. 9K.4(a).)
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