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Peptide-related USP-NF Documentary Standards and USP Reference Standards

Below is a current list of Peptide-related USP official standards published in the United States
Pharmacopeia-National Formulary (USP-NF), with related USP Reference Standards and Associated

Impurity Reference Standards.

USP General Chapters

USP-NF Documentary Standard
Informational General Chapters

‘ Related USP Reference Standards

<1052> Biotechnology-Derived Articles — Amino Acid
Analysis

<1503> Quality Attributes of Synthetic Peptide Drug
Substances

<1504> Quality Attributes of Starting Materials for
the Chemical Synthesis of Therapeutic Peptides*, in
PF48(1)

Procedural General Chapters

<85> Bacterial Endotoxins Test

Endotoxin Reference Standard

<123> Glucagon Bioidentity Tests

Glucagon (Human)
Dextrose

<503> Acetic Acid in Peptides

Glacial Acetic Acid

Sodium Acetate Trihydrate

<503.1> Trifluoroacetic Acid (TFA) in Peptides

Sodium Trifluoroacetate

<1106> Immunogenicity Assays—Design and
Validation of Immunoassays to Detect Anti-Drug
Antibodies

<1106.1> Immunogenicity Assays—Design and
Validation of Assays to Detect Anti-Drug Neutralizing

Antibody

<1788> Methods for the determination of subvisible

Particle Count Set

particulate matter

<1788.1> Light obscuration method for the
determination of subvisible particulate matter
<1788.3> Flow imaging method for the
determination of subvisible particulate matter
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https://doi.usp.org/USPNF/USPNF_M858_02_01.html
https://doi.usp.org/USPNF/USPNF_M858_02_01.html
https://doi.usp.org/USPNF/USPNF_M12935_02_01.html
https://doi.usp.org/USPNF/USPNF_M12935_02_01.html
https://online.uspnf.com/uspnf/document/2_GUID-06A07B0B-3865-40B6-A4C9-D77B5DAD0B3B_10101_en-US?source=Quick%20Search&highlight=%3C1504%3E
https://online.uspnf.com/uspnf/document/2_GUID-06A07B0B-3865-40B6-A4C9-D77B5DAD0B3B_10101_en-US?source=Quick%20Search&highlight=%3C1504%3E
https://doi.usp.org/USPNF/USPNF_M98830_02_01.html
https://store.usp.org/product/1235503
https://doi.usp.org/USPNF/USPNF_M2427_01_01.html
https://store.usp.org/product/1294036
https://store.usp.org/product/1181302
https://doi.usp.org/USPNF/USPNF_M2427_01_01.html
https://store.usp.org/product/1005706
https://store.usp.org/product/1613429
https://doi.usp.org/USPNF/USPNF_M9393_01_01.html
https://store.usp.org/product/1615138
https://doi.usp.org/USPNF/USPNF_M99825_02_01.html
https://doi.usp.org/USPNF/USPNF_M99825_02_01.html
https://doi.usp.org/USPNF/USPNF_M99825_02_01.html
https://doi.usp.org/USPNF/USPNF_M8546_01_01.html
https://doi.usp.org/USPNF/USPNF_M8546_01_01.html
https://doi.usp.org/USPNF/USPNF_M8546_01_01.html
https://doi.usp.org/USPNF/USPNF_M3023_02_01.html
https://doi.usp.org/USPNF/USPNF_M3023_02_01.html
https://doi.usp.org/USPNF/USPNF_M12535_03_01.html
https://doi.usp.org/USPNF/USPNF_M12535_03_01.html
https://doi.usp.org/USPNF/USPNF_M12537_02_01.html
https://doi.usp.org/USPNF/USPNF_M12537_02_01.html
https://store.usp.org/product/1500502
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USP Product-Specific Monographs

USP-NF Documentary Standards

Corresponding USP API
Reference Standards

Associated Impurity Reference
Standard (RS) or Analytical Reference

Material (ARM)

Bivalirudin*, in PF48(2) - To be official 01-Dec-
2023

Bivalirudin RS

Asp9-Bivalirudin RS

Bivalirudin Injection*, in PF48(2) - To be official
01-Dec-2023

[des-Glul3]-Bivalirudin RS

Calcitonin Salmon

Calcitonin Salmon RS

Calcitonin Salmon Related Compound
ARS

Calcitonin Salmon Injection

Calcitonin Salmon Related Compound
B RS

Calcitonin Salmon Nasal Solution

Corticotropin Injection

Corticotropin RS

Corticotropin for Injection

Repository Corticotropin Injection

Cosyntropin

Cosyntropin Acetate RS

Desmopressin Acetate

Desmopressin Acetate
RS

Desmopressin Acetate Injection

Desmopressin Nasal Spray Solution

Eptifibatide* ((not yet official, in PF 49(2))

Eptifibatide RS

Eptifibatide dimer RS

Beta-3-Asp Eptifibatide RS

D-Har Eptifibatide RS

3-D-Asp Eptifibatide RS

6-D-Cys Eptifibatide RS

Exenatide

Exenatide RS

[D-His1]-Exenatide RS

Exenatide Injection

[Glul3]-Exenatide RS

[Met(O)14]-Exenatide RS
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https://online.uspnf.com/uspnf/document/2_GUID-EC22EB58-33F7-4097-8D25-E3CE455666D6_10301_en-US?source=Search%20Results&highlight=Bivalirudin
https://store.usp.org/product/1076013
https://store.usp.org/product/1076024
https://online.uspnf.com/uspnf/document/2_GUID-4D40F41D-732B-4A04-8F21-5D88EAB28083_10301_en-US?source=Search%20Results&highlight=Bivalirudin
https://store.usp.org/product/1076035
https://doi.usp.org/USPNF/USPNF_M11340_03_01.html
https://store.usp.org/product/1086200
https://store.usp.org/product/1086210
https://store.usp.org/product/1086210
https://doi.usp.org/USPNF/USPNF_M11350_03_01.html
https://store.usp.org/product/1086221
https://store.usp.org/product/1086221
https://doi.usp.org/USPNF/USPNF_M11342_01_01.html
https://doi.org/10.31003/USPNF_M20150_04_01
https://store.usp.org/product/1149004
https://doi.org/10.31003/USPNF_M20160_04_01
https://doi.usp.org/USPNF/USPNF_M20170_06_01.html
https://doi.usp.org/USPNF/USPNF_M20340_03_01.html
https://store.usp.org/product/1150115
https://doi.usp.org/USPNF/USPNF_M22930_05_01.html
https://store.usp.org/product/1173202
https://store.usp.org/product/1173202
https://doi.usp.org/USPNF/USPNF_M22937_03_01.html
https://doi.usp.org/USPNF/USPNF_M22940_01_01.html
https://online.uspnf.com/uspnf/document/2_GUID-3046DC73-C990-4485-B55A-570D4015F96A_101010201_en-US?source=Search%20Results&highlight=Eptifibatide
https://store.usp.org/product/1238501
https://store.usp.org/product/1238498
https://store.usp.org/product/1238512
https://store.usp.org/product/1238523
https://store.usp.org/product/1238556
https://store.usp.org/product/1238578
https://doi.usp.org/USPNF/USPNF_M4249_04_01.html
https://store.usp.org/product/1269105
https://store.usp.org/product/1181415
https://doi.usp.org/USPNF/USPNF_M4250_05_01.html
https://store.usp.org/product/1268998
https://store.usp.org/product/1269009
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[N-Acetyl-His1]-Exenatide RS

Glatiramer Acetate*

Glatiramer Acetate Injection*

Glucagon*, in PF48(2) - Revision to be official 01-
Dec-2023

Glucagon (HUMAN) RS

Glucagon for Injection

Gonadorelin Acetate

Gonadorelin Acetate RS

[D-His2]-Gonadorelin RS

Gonadorelin Hydrochloride

Gonadorelin
Hydrochloride RS

[D-Tyr5]-Gonadorelin RS

Gonadorelin for Injection

Gonadorelin Acetate Related
Compound A RS

Goserelin Acetate

Goserelin Acetate RS

Goserelin Related Compound A RS

Goserelin Implants

Goserelin System Suitability Mixture
RS

Icatibant Injection*

Lanreotide Acetate*

Lanreotide Injection*

Leuprolide Acetate

Leuprolide Acetate RS

Acetyl-Leuprolide ARM — Coming

Soon!

D-His-Leuprolide ARM — Coming

Soon!

[L-Leu6]-Leuprolide ARM —

Coming Soon!

D-Ser-Leuprolide ARM — Coming

Soon!

[Ser(Ac)]4-Leuprolide, Acetyl-

leuprolide ARM — Coming Soon!
Octreotide Acetate Octreotide Acetate RS Octreotide Non-Cyclic System

Suitability Marker RS
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https://store.usp.org/product/1269045
https://doi.usp.org/USPNF/USPNF_M35160_04_01.html
https://online.uspnf.com/uspnf/document/2_GUID-6061EA69-9178-41F9-947F-25A61BB08405_40301_en-US?source=emailLink&highlight=glucagon
https://store.usp.org/product/1294036
https://doi.usp.org/USPNF/USPNF_M35170_05_01.html
https://doi.usp.org/USPNF/USPNF_M35780_01_01.html
https://store.usp.org/product/1296756
https://store.usp.org/product/1296701
https://doi.usp.org/USPNF/USPNF_M35790_03_01.html
https://store.usp.org/product/1296803
https://store.usp.org/product/1296803
https://store.usp.org/product/1296712
https://doi.usp.org/USPNF/USPNF_M35797_03_01.html
https://store.usp.org/product/1296767
https://store.usp.org/product/1296767
https://doi.usp.org/USPNF/USPNF_M35835_03_01.html
https://store.usp.org/product/1297205
https://store.usp.org/product/1297216
https://doi.usp.org/USPNF/USPNF_M35840_01_01.html
https://store.usp.org/product/1297250
https://store.usp.org/product/1297250
https://doi.usp.org/USPNF/USPNF_M44592_03_01.html
https://store.usp.org/product/1358503
https://doi.usp.org/USPNF/USPNF_M58310_01_01.html
https://store.usp.org/product/1477604
https://store.usp.org/product/1477615
https://store.usp.org/product/1477615
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[Acetyl-Lys5]-Octreotide ARM —
Coming Soon!

Parallel Dimer-Octreotide ARM —
Coming Soon!

Anti-Parallel Dimer-Octreotide
ARM — Coming Soon!

01,8-acetyloctreotide, EP Impurity
F ARM — Coming Soon!

N2,1-acetyloctreotide, EP Impurity
| ARM — Coming Soon!

N-Acetyl-Lys-Octreotide
Trifluoroacetate ARM — Coming
Soon!

N-Acetyl-Phe-Octreotide ARM —
Coming Soon!

Oxytocin Oxytocin RS Ac-Oxytocin ARM — Coming Soon!

Oxytocin Identification | [Asp]5-Oxytocin ARM — Coming
RS Soon!

Oxytocin Injection

[Glu]4-Oxytocin ARM — Coming
Soon!

D-[Asp]5-Oxytocin ARM — Coming
Soon!

Parallel Dimer-Oxytocin ARM —
Coming Soon!

Anti-parallel Dimer-Oxytocin ARM
— Coming Soon!

Protamine Sulfate Protamine Sulfate RS

Protamine Sulfate Injection

[MetO8]-Teriparatide ARM —

Teriparatide Teriparatide RS i
Coming Soon!
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https://doi.usp.org/USPNF/USPNF_M60145_01_01.html
https://store.usp.org/product/1491300
https://doi.usp.org/USPNF/USPNF_M60150_03_01.html
https://store.usp.org/product/1491296
https://store.usp.org/product/1491296
https://doi.usp.org/USPNF/USPNF_M71280_02_01.html
https://store.usp.org/product/1578612
https://doi.usp.org/USPNF/USPNF_M71290_03_01.html
https://doi.usp.org/USPNF/USPNF_M80910_04_01.html
https://store.usp.org/product/1643962
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[MetO18]-Teriparatide ARM —

Teriparatide Injection .
Coming Soon!

[Met+08,18] Teriparatide ARM —
Coming Soon!

Triptorelin Related Compound RSs: A

Triptorelin Pamoate*, in PF 48(5, Triptorelin Acetate RS

p (5) D B/C
Vasopressin Vasopressin RS
Vasopressin Injection Lypressin RS

* = in development; specific PF listed when available

Effective: 07 NOV 2023
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https://doi.usp.org/USPNF/USPNF_M80914_01_01.html
https://online.uspnf.com/uspnf/document/2_GUID-D5596DFB-040C-455D-9FD1-AA1F4247C2B3_10101_en-US?source=Search%20Results&highlight=%2757773-63-4%27%20Triptorelin
https://store.usp.org/product/1696131
https://store.usp.org/product/1696110
https://store.usp.org/product/1696128
https://store.usp.org/product/1696142
https://doi.usp.org/USPNF/USPNF_M87935_01_01.html
https://store.usp.org/product/1711100
https://doi.usp.org/USPNF/USPNF_M87940_03_01.html
https://store.usp.org/product/1711133

