SCOPE OF ACCREDITATION TO ISO/IEC 17025:2017

ARL BIOPHARMA, INC. D.B.A
ANALYTICAL RESEARCH LABORATORIES (ARL)
840 Research Parkway, Ste. 546
Oklahoma City, OK 73104

Tommy Means

Phone: 405-271-1144

CHEMICAL

Valid To: May 31, 2022

Certificate Number: 2992.01

In recognition of the successful completion of the A2LA evaluation process (including an assessment of the laboratory's
compliance with the A2LA Food Testing Program Requirements, containing 2018 “AO0AC Guidelines for Laboratories
Performing Microbiological and Chemical Analyses of Food, Dietary Supplements, and Pharmaceuticals”), accreditation is

granted to this laboratory to perform the following tests:

On drug substance (API / active material) and drug product (finished dosage form):

Test:

Test Methods:

Antimicrobial Effectiveness

USP <51>, ARL Method MBI-181

Bacterial Endotoxin Test

USP <85>, ARL Method MBI-128

Microbial Limits

USP <61>, ARL Method MBI-177

Sterility Test

USP <71>, ARL Method MBI-138

On drug substance (API / active material) using USP-NF monographs:

Test:

Test Methods:

Gas Chromatography

USP <621>, ARL Method EQI-458

High Performance Liquid Chromatography

USP <621>, ARL Method EQI-401

Spectrophotometric Identification Test (UV)

USP <197>, ARL Method EQI-433

Spectrophotometric Identification Test (FTIR)

USP <197>, ARL Method EQI-431

(A2LA Cert. No. 2992.01) Revised 04/27/2022
5202 Presidents Court, Suite 220 | Frederick, MD 21703-8398
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Accredited Laboratory

ARL BIOPHARMA, INC. D.B.A.

ANALYTICAL RESEARCH LABORATORIES (ARL)
Oklahoma City, OK

for technical competence in the field of

Chemical Testing

This laboratory is accredited in accordance with the recognized International Standard ISO/IEC 17025:2017
General requirements for the competence of testing and calibration laboratories. This laboratory also meets the
requirements of A2LA R204 — Food and Pharmaceutical Testing Laboratory Accreditation Program. This accreditation
demonstrates technical competence for a defined scope and the operation of a laboratory quality management
system (refer to joint ISO-ILAC-IAF Communiqué dated April 2017).

Presented this 13t day of April 2020.

M

Vice President, Accreditation Services
For the Accreditation Council
Certificate Number 2992.01

Valid to May 31, 2022

Revised April 27, 2022

For the tests to which this accreditation applies, please refer to the laboratory’s Chemical Scope of Accreditation.
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Drug Establishments Current Registration Site
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New Search

Search Results for ARL BioPharma

Excel Filter:

) FDA Establishment . _ i I "
Firm Name Identifier Business Operations y Address Expiration Date w
ARL BioPharma, Inc. d.b.a. Analytical Research 3003644883 169842007 ANALYSIS 840 Research Parkway, Ste. 546, Oklahoma City, Oklahoma (OK) 73104, United States 1213172022
Laboratories (USA)
Showing 1 to 1 of 1 entries Previous 1 Next

Data Current through: Wednesday, Nov 10, 2021

Return to Drug Firm Annual Registration Status Home Page

Mote: If you need help accessing information in different file formats, see Instructions for Downloading Viewers and Flayers.
Language Assistance Available: Espafiol | E28705r | Tiéng Viét | 3+= 01 | Tagalog | Pycckuit | 2w | Kreydl Ayisyen | Francais | Polski | Portugués | ltaliano | Deutsch | B#3E | .2 | English

Accessibility Careers FDA Basics FOIA No FEAR Act Nondiscrimination Website Policies / Privacy




DEA REGISTRATION

THIS REGISTRATION

FEE

NUMBER EXPIRES PAID
RA0230603 06-30-2022 $296
SCHEDULES BUSINESS ACTIVITY ISSUE DATE
1,2,2N, ANALYTICAL LAB 05-19-2021
3,3N,4,5

ANALYTICAL RESEARCH LABS
840 RESEARCH PKWY STE 546
OKLAHOMA CITY, OK 731043615

CONTROLLED SUBSTANCE REGISTRATION CERTIFICATE
UNITED STATES DEPARTMENT OF JUSTICE
DRUG ENFORCEMENT ADMINISTRATION
WASHINGTON D.C. 20537

Sections 304 and 1008 (21 USC 824 and 958) of the Controlled
Substances Act of 1970, as amended, provide that the Attorney
General may revoke or suspend a registration to manufacture,
distribute, dispense, import or export a controlled substance.

THIS CERTIFICATE IS NOT TRANSFERABLE ON CHANGE OF
OWNERSHIP, CONTROL, LOCATION, OR BUSINESS ACTIVITY,
AND IT IS NOT VALID AFTER THE EXPIRATION DATE.

Form DEA-223 (9/2016)

DEA REGISTRATION

CONTROLLED SUBSTANCE REGISTRATION CERTIFICATE
UNITED STATES DEPARTMENT OF JUSTICE
DRUG ENFORCEMENT ADMINISTRATION
WASHINGTON D.C. 20537

THIS REGISTRATION

FEE

NUMBER EXPIRES PAID
RA0230603 06-30-2022 $296
SCHEDULES BUSINESS ACTIVITY ISSUE DATE
1,2,2N, ANALYTICAL LAB 05-19-2021
3,3N,4,5

ANALYTICAL RESEARCH LABS
840 RESEARCH PKWY STE 546
OKLAHOMA CITY, OK 731043615

Sections 304 and 1008 (21 USC 824 and 958) of the
Controlled Substances Act of 1970, as amended,
provide that the Attorney General may revoke or
suspend a registration to manufacture, distribute,
dispense, import or export a controlled substance.

THIS CERTIFICATE IS NOT TRANSFERABLE ON CHANGE OF OWNERSHIP, CONTROL, LOCATION, OR BUSINESS ACTIVITY,
AND IT IS NOT VALID AFTER THE EXPIRATION DATE.




DEA REGISTRATION

THIS REGISTRATION

FEE

NUMBER EXPIRES PAID
RA0514439 06-30-2022 $296
SCHEDULES BUSINESS ACTIVITY ISSUE DATE
1,2,2N, ANALYTICAL LAB 05-18-2021
3,3N,4,5

ANALYTICAL RESEARCH LABS
865 RESEARCH PKWY STE 434
OKLAHOMA CITY, OK 731043609

CONTROLLED SUBSTANCE REGISTRATION CERTIFICATE
UNITED STATES DEPARTMENT OF JUSTICE
DRUG ENFORCEMENT ADMINISTRATION
WASHINGTON D.C. 20537

Sections 304 and 1008 (21 USC 824 and 958) of the Controlled
Substances Act of 1970, as amended, provide that the Attorney
General may revoke or suspend a registration to manufacture,
distribute, dispense, import or export a controlled substance.

THIS CERTIFICATE IS NOT TRANSFERABLE ON CHANGE OF
OWNERSHIP, CONTROL, LOCATION, OR BUSINESS ACTIVITY,
AND IT IS NOT VALID AFTER THE EXPIRATION DATE.

Form DEA-223 (9/2016)

DEA REGISTRATION

CONTROLLED SUBSTANCE REGISTRATION CERTIFICATE
UNITED STATES DEPARTMENT OF JUSTICE
DRUG ENFORCEMENT ADMINISTRATION
WASHINGTON D.C. 20537

THIS REGISTRATION

FEE

NUMBER EXPIRES PAID
RA0514439 06-30-2022 $296
SCHEDULES BUSINESS ACTIVITY ISSUE DATE
1,2,2N, ANALYTICAL LAB 05-18-2021
3,3N,4,5

ANALYTICAL RESEARCH LABS
865 RESEARCH PKWY STE 434
OKLAHOMA CITY, OK 731043609

Sections 304 and 1008 (21 USC 824 and 958) of the
Controlled Substances Act of 1970, as amended,
provide that the Attorney General may revoke or
suspend a registration to manufacture, distribute,
dispense, import or export a controlled substance.

THIS CERTIFICATE IS NOT TRANSFERABLE ON CHANGE OF OWNERSHIP, CONTROL, LOCATION, OR BUSINESS ACTIVITY,
AND IT IS NOT VALID AFTER THE EXPIRATION DATE.
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REGISTRANT

REGISTRATION # ISSUE DATE EXPIRATION DATE

ANALYTICAL RESEARCH LABORATORIES

24175 09/17/2021 10/31/2022

ADDRESS

SCHEDULES BUSINESS ACTIVITY/REGISTRATION TYPE

840 RESEARCH PARKWAY #546
OKLAHOMA CITY Oklahoma 73104-0000

1,2,3,4,5 Analytical Laboratory

Discipline: None

D Andiroon

DONNIE ANDERSON, Director

Section 304 (63 OS 3-304) of the Uniform Controlled Danger-
ous Substances Act provides that the Director may limit, condi-
tion, deny, suspend, or revoke a registration to manufacture,
distribute, dispense, prescribe, administer, or use for scientific
purposes a controlled dangerous substance.

THIS CERTIFICATE IS NOT TRANSFERABLE ON CHANGE OF OWNERSHIP, CONTROL, OR BUSINESS ACTIVITY AND IT IS NOT VALID AFTER THE EXPIRATION
DATE. CERTIFICATE MUST BE READLIY RETRIEVABLE AT ALL TIMES.
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REGISTRANT REGISTRATION # ISSUE DATE EXPIRATION DATE
ARL BIOPHARMA, INC 54692 09/17/2021 10/31/2022
ADDRESS SCHEDULES BUSINESS ACTIVITY/REGISTRATION TYPE
ANALYTICAL RESEARCH LABORATORIES 1,2,3,4,5 Analytical Laboratory

865 RESEARCH PARKWAY, SUITE 434
OKLAHOMA CITY Oklahoma 73104-0000

Discipline: None

Section 304 (63 OS 3-304) of the Uniform Controlled Danger-
ous Substances Act provides that the Director may limit, condi-

. tion, deny, suspend, or revoke a registration to manufacture,
‘ &Tu(\_ﬂ_ 2 distribute, dispense, prescribe, administer, or use for scientific

purposes a controlled dangerous substance.

DONNIE ANDERSON, Director

THIS CERTIFICATE IS NOT TRANSFERABLE ON CHANGE OF OWNERSHIP, CONTROL, OR BUSINESS ACTIVITY AND IT IS NOT VALID AFTER THE EXPIRATION
DATE. CERTIFICATE MUST BE READLIY RETRIEVABLE AT ALL TIMES.
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7712 State Board of Pharmacy #1-W-1291

Wholesale Distributor
EXPIRES JAN 31, 2023

Mailing Address: Issued to:

ARL BIO PHARMA, INC. ARL BIO PHARMA, INC.

ANALYTICAL RESEARCH LABORATORIES ANALYTICAL RESEARCH LABORATORIES
840 RESEARCH PKWY, STE 546 840 RESEARCH PKWY, STE 546
OKLAHOMA CITY OK 73104-3615 OKLAHOMA CITY OK 73104-3615

Lic. Fee: $200.00

2023 Receipt No.: 14043803

Date: 12/28/2021
This License is not transferable.

License must be conspicuously displayed in the location to which it is issued.

Important Information

Change of Location: This license is not transferable for a change of location. A new license is required.
Change of Name: This license is not transferable for a change of name. A new license is required.

Change of Owner: This license is not transferable for a change of owner. A new license is required when
the ownership changes by 20% or more.

» Forms & Applications, Current Announcements and Laws & Rules are available at the Board’s
website: www.pharmacy.ok.gov

» Board Contact:
Email: pharmacy@pharmacy.ok.gov

Phone: 405-521-3815
Fax: 405-531-3758

Caution! If you ship Controlled Dangerous Substances (CDS) into Oklahoma you must
register with the Oklahoma Bureau of Narcotics and Dangerous Drugs Control (OBNDDC).
OBNDDC Phone: 405-521-2885 and Website: www.ok.gov/obndd

All changes in any information required for the licensure must be reported to the
Board within ten (10) days.

It is your responsibility to keep this license current.



OKLAHOMA 405-521-3815 ® Fax 405-521-3758
State Board of Pharmacy #1-W-5023

Wholesale Distributor
EXPIRES JAN 31, 2023

Mailing Address: Issued to:

ARL BIO PHARMA INC ARL BIO PHARMA, INC.

ANALYTICAL RESEARCH LABORATORIES ANALYTICAL RESEARCH LABORATORIES
865 RESEARCH PARKWAYM STE 434 865 RESEARCH PKWY, STE 422
OKLAHOMA CITY OK 73104 OKLAHOMA CITY OK 73104

Lic. Fee:  $200.00
2023 Receipt No.: 14043803
Date: 12/14/2021-
This License is not transferable.
License must be conspicuously displayed in the location to which it is issued.

Important Information

» Change of Location: This license is not transferable for a change of location. A new license is required.
» Change of Name: This license is not transferable for a change of name. A new license is required.

» Change of Owner: This license is not transferable for a change of owner. A new license is required when
the ownership changes by 20% or more.

» Forms & Applications, Current Announcements and Laws & Rules are available at the Board’s
website: www.pharmacy.ok.gov

» Board Contact:

Email: pharmacy@pharmacy.ok.gov
Phone: 405-521-3815
Fax: 405-531-3758

Caution! If you ship Controlled Dangerous Substances (CDS) into Oklahoma you must
register with the Oklahoma Bureau of Narcotics and Dangerous Drugs Control (OBNDDC).
OBNDDC Phone: 405-521-2885 and Website: www.ok.gov/obndd

All changes in any information required for the licensure must be reported to the
Board within ten (10) days.

It is your responsibility to keep this license current.
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