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SECTION .0100 ‑ 
DEFINITIONS

02 NCAC 52G .0101 DEFINITIONS Pursuant to G.S. 150B-21.3A, rule 
is necessary without substantive 
public interest Eff. March 26, 2017 Necessary No n/a No Necessary No comments with merit Necessary and must be readopted Agency must readopt

02 NCAC 52G .0102 DEFINITION ADOPTED BY 
REFERENCE

Pursuant to G.S. 150B-21.3A, rule 
is necessary without substantive 
public interest Eff. March 26, 2017 Necessary

Yes                              
If yes, include the citation to the 

federal law
9 CFR 101.4 No Necessary No comments with merit Necessary and must be readopted Agency must readopt

SECTION .0200 ‑ 
LICENSES

02 NCAC 52G .0201 BIOLOGICS PRODUCTION 
LICENSE APPLICATION AND 
FEES

Pursuant to G.S. 150B-21.3A, rule 
is necessary without substantive 
public interest Eff. March 26, 2017 Necessary No n/a No Necessary No comments with merit Necessary and must be readopted Agency must readopt

02 NCAC 52G .0202 LICENSING CRITERIA FOR 
PRODUCTION 
ESTABLISHMENTS

Pursuant to G.S. 150B-21.3A, rule 
is necessary without substantive 
public interest Eff. March 26, 2017 Necessary No n/a No Necessary No comments with merit Necessary and must be readopted Agency must readopt

02 NCAC 52G .0203 LICENSES Pursuant to G.S. 150B-21.3A, rule 
is necessary without substantive 
public interest Eff. March 26, 2017 Necessary No n/a No Necessary No comments with merit Necessary and must be readopted Agency must readopt

SECTION .0300 ‑ 
INSPECTION AND 
RECORD KEEPING

02 NCAC 52G .0301 INSPECTIONS Pursuant to G.S. 150B-21.3A, rule 
is necessary without substantive 
public interest Eff. March 26, 2017 Necessary No n/a No Necessary No comments with merit Necessary and must be readopted Agency must readopt

02 NCAC 52G .0302 RECORDS AND SAMPLES Pursuant to G.S. 150B-21.3A, rule 
is necessary without substantive 
public interest Eff. March 26, 2017 Necessary No n/a No Necessary No comments with merit Necessary and must be readopted Agency must readopt

02 NCAC 52G .0303 PROTECTION OF 
CONFIDENTIAL 
INFORMATION

Readopted Eff. July 1, 2019
Necessary No n/a No Necessary No comments with merit Necessary and must be readopted Agency must readopt

SECTION .0400 ‑ 
REGISTRATION OF 
BIOLOGICS

02 NCAC 52G .0401 BIOLOGICS REQUIRING 
REGISTRATION

Pursuant to G.S. 150B-21.3A, rule 
is necessary without substantive 
public interest Eff. March 26, 2017 Necessary

Yes                              
If yes, include the citation to the 

federal law
9 CR 102.5 No Necessary No comments with merit Necessary and must be readopted Agency must readopt

02 NCAC 52G .0402 APPLICATIONS FOR 
REGISTRATION

Pursuant to G.S. 150B-21.3A, rule 
is necessary without substantive 
public interest Eff. March 26, 2017 Necessary No n/a No Necessary No comments with merit Necessary and must be readopted Agency must readopt

02 NCAC 52G .0403 REGISTRATION Pursuant to G.S. 150B-21.3A, rule 
is necessary without substantive 
public interest Eff. March 26, 2017 Necessary No n/a No Necessary No comments with merit Necessary and must be readopted Agency must readopt

G.S. 150B-21.3A Report for 02 NCAC 52G, BIOLOGICS
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