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1. Application Note: Aggregation Analysis Using SE-HPLC and SE-UHPLC Methods in USP General S
Chapter <129> Analytical Procedures for Recombinant Therapeutic Monoclonal Antibodies therapeutics with USP standards S

2. USP Unpacks The Evolving HCP Identification And Quantitation Story Behind <1132.1>

Q=

3. Impurity testing: PLBL2 Host cell protein reference material
4. Here's How USP mAb Standards Support Fast-Evolving Platform Approaches

5. Knowledge sharing enables manufacturers to make the right decisions when implementing continuous
manufacturing for biologics

6. Peptides and recombinant protein therapeutics can elicit product-specific anti-drug antibodies (ADAs)
that can impact their safety and efficacy
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Peptide manufacturing workflow
Synthetic peptide drug substances and drug products

CONTACT US
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Address:

1260 Twiinbrook Parkway
Roakaille, MD 20852-1790
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Telephone:

+1{307) B81-0666
+1(B00) A875-5555
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peptide synthesis deprotectionand [ Link will open in browser
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Drugsubstance testing and release -
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Concentration |
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Drug substance testing and release
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<1503> Quality Attributes of Synthetic Concentration / Purification

Peptide Drug Substances [ Isolation <1231> Water for

Please refer to product-specific monographs Pharmaceutical
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Excipient 1

Excipient 2

<71> Sterility [7)
<85> Bacterial Endotoxins Test [7)

(Reference Standard: Endotoxin,
cat. # 1235503 [7))

<233> Elemental Impurities—Procedures [7)
<503> Acetic Acid in Peptides [7]
<791> pH @

<1106> Immunogenicity Assays—Design and
Validation of Immunoassays to Detect Anti-
Drug Antibodies (7]

<1106.1> Immunogenicity Assays—Design
and Validation of Assays to Detect Anti-Drug
Neutralizing Antibody (7]

<1149> Guidelines for Assessing and
Controlling the Physical Stability of Chemical
and Biological Pharmaceutical Raw Materials,
Intermediates and Dosage Forms [7)
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<1231> Water for Pharmaceutical Purposes [2]
<1503> Quality Attributes of Synthetic
Peptide Drug Substances (7]

<1788> Methods for the determination of
subvisible particulate matter (7]

(Reference Standard: Particle Count Set,
cat. # 1500502 (7))

<1788.1> Light obscuration method for the
determination of subvisible particulate
matter [7)

<1788.3> Flow imaging method for the
determination of subvisible particulate
matter [7)
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				Bivalirudin		Eptifibatide		Leuprolide		Triptorelin

				ビバリルジン		エプチフィバチド		リュープロレリン		トリプトレリン

				Calcitonin Salmon		Exenatide		Octreotide		Vasopressin

				カルシトニン(サケ）		エキセナチド		オクトレオチド		バソプレッシン

				Corticotropin		Glucagon		Oxytocin

				コルチコトロピン		グルカゴン		オキシトシン

				Cosyntropin		Gonadorelin		Protamine sulfate

				コシントロピン		ゴナドレリン		プロタミン硫酸塩

				Desmopressin		Goserelin		Teriparatide

				デスモプレシン		ゴセレリン		テリパラチド
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Leuprolide RS 1358503  Acetyl-Leuprolide Octreotide RS  Comingsoon! [Acetyl-Lys5]-Octreotide I‘ =y 9?% 0) AA ﬁ =) IE(~1§FH
Ya—7RaL YUY A7 MLATE . o p e
1358410 [D-His]-Leuprolide 1477591 Parallel Dimer-Octreotide 4 *i Ij\] )“/“Jlj 0) Faﬁ%// \ U T
Coming soon! :/Hy/*ﬁEIE':‘fiﬁ
1358430 [L-Leu]6-Leuprolide Coming soon! Anti-Parallel Dimer-Octreotide
1358420 [D-Ser]-Leuprolide Comingsoon! Q1,8-acetyloctreotide, EP Impurity F .
ST ARENE
1358440 [Ser(Ac)]4-Leuprolide, Acetyl-leuprolide Comingsoon! N2,1-acetyloctreotide, EP Impurity | I\ . .
: A — -~ ~
» DITEDRFE. N T3,
1477690  N-Acetyl-Lys-Octreotide Trifluoroacetate @EIE D Bf_f_f (= Z: ffm fl:% D |E| I"E ':1§
RITFRIEL S, H205No HZ4 Comingsoon! N-Acetyl-Phe-Octreotide Trifluoroacetate Fﬁ
Oxytocin RS Coming soon! Ac-Oxytocin — N
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1491281  [Asp]5-Oxytocin RIFRIEED HZO5 N0 HF4E Ts |‘57 )b:/l—7_'4>7 ‘ngjﬁ
Teriparatide RS Comingsoon! [MetO8]-Teriparatide 7'E_< [:1§FH _C‘{*L%)
Comingsoon! [Glu]4-Oxytocin TYUNRTF R

Comingsoon! [MetO18]-Teriparatide

1491283 D-[Asp]5-Oxytocin

Comingsoon! [Met+08,18] Teriparatide

1491284 Parallel Dimer-Oxytocin

1491285  Anti-parallel Dimer-Oxytocin
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				ペプチド標準品 ヒョウジュンヒン		カタログNo		製品名 セイヒンメイ				ペプチド標準品 ヒョウジュンヒン		カタログNo		製品名 セイヒンメイ

				Leuprolide RS		1358503		Acetyl-Leuprolide​				Octreotide RS		Coming soon!		[Acetyl-Lys5]-Octreotide​

				リュープロレリン								オクトレオチド

						1358410		[D-His]-Leuprolide​						1477591		Parallel Dimer-Octreotide​

														Coming soon!

						1358430		[L-Leu]6-Leuprolide​						Coming soon!		Anti-Parallel Dimer-Octreotide​



						1358420		[D-Ser]-Leuprolide						Coming soon!		O1,8-acetyloctreotide, EP Impurity F​



						1358440		[Ser(Ac)]4-Leuprolide, Acetyl-leuprolide​						Coming soon!		N2,1-acetyloctreotide, EP Impurity I​



														1477690		N-Acetyl-Lys-Octreotide Trifluoroacetate​



				ペプチド標準品 ヒョウジュンヒン		カタログNo		製品名 セイヒンメイ						Coming soon!		N-Acetyl-Phe-Octreotide Trifluoroacetate​

				Oxytocin RS		Coming soon!		Ac-Oxytocin​

				オキシトシン

						1491281		[Asp]5-Oxytocin​				ペプチド標準品 ヒョウジュンヒン		カタログNo		製品名 セイヒンメイ

												Teriparatide RS		Coming soon!		[MetO8]-Teriparatide​

						Coming soon!		[Glu]4-Oxytocin​				テリパラチド

														Coming soon!		[MetO18]-Teriparatide​

						1491283		D-[Asp]5-Oxytocin​

														Coming soon!		[Met+O8,18] Teriparatide​

						1491284		Parallel Dimer-Oxytocin​



						1491285		Anti-parallel Dimer-Oxytocin​
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USP-NF Link for Monographs, General Chapters, General Notices and Reagents &
Reference Tables (Login required)
USP Biologics Main page of USP Biologics

USP Biologics RS Store

USP Biologics Reference Standard Store

USP RS catalog

Download entire USP RS catalog

USP Education

USP education, training and workshops

USP Courses

USP courses on Biologics

USP events and training

Upcoming USP events

USP Vaccines

USP Vaccines Resource main page

USP Covid-19 Vaccine

COVID-19 Vaccine Handling Guides

Vaccines Quality Attributes Toolkits

Covid-19 Quality Assessment toolkit (MRNA and Viral vector vaccine)

Newsletters and updates

Sign up to receive USPs latest newsletters and updates

WWW.USP.Oorg
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USP offers the following reference standards for excipients used in the mAb
manufacturing process or present in mAb formulations. Pharmaceutical
excipients are substances other than the active pharmaceutical ingredient
(API) that have been appropriately evaluated for safety and are intentionally

included in a drug delivery system.

Citric acid Mannitol

Dextrose Monosodium glutamate
Glacial acetic acid Pentetic acid

Glutamic Acid Polysorbate 20

Glycine Polysorbate 80

L-Histidine Sodium acetate trihydrate

L-Histidine monohydrochloride monohydrate

Sodium chloride

L-Lysine hydrochloride

Sodium citrate

L-Methionine Sorbitol
L-Phenylalanine Sucrose
L-Threonine Trehalose

Please visit our site for all available excipients.

BREEIRRDY) 22 https:/Iwww.usp.ordg/sites/default/files/usp-bio monoclonalantibodies-

Effective: 03 AUG 2023

excipients 03auqust2023.pdf

Puspe


https://www.usp.org/sites/default/files/usp-bio_monoclonalantibodies-excipients_03august2023.pdf
https://www.usp.org/sites/default/files/usp-bio_monoclonalantibodies-excipients_03august2023.pdf
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