IMPURITIES IN
PEPTIDE APls

BACHEM

LEADING PARTNER IN TIDES

Impurities observed in peptide APIs can be process related (D-His")-Exenatide 4072224
impurities, which cannot be removed completely during pu- :
rification of the crude peptide or product related impurities Met(0)"“-Exenatide 4082706
that are formed as degradation products during storage. Acetyl-Exenatide 4072222
Typically these impurities are byproducts resulting from (Des-Gly?)-Exenatide 4072221
side reactions occurring during the syntheses, such as

Endo-38a-Pro-Exenatide 4072223

racemization, deamidation, oxidation or aspartimide
formation. Peptide APIs obtained by solid-phase synthesis Exenatide 4019602
may additionally contain analogs resulting from deletion

or double insertion of amino acids. References of such Impurities of Glucagon

compounds are needed for analytical method development

28)- 1-29
and release testing, because fulfilling the specifications for Eﬁj?r\a)ner:tcagc)$2i§1e) ) 4079056
byproducts is required by the relevant pharmacopeia and, @l 3)—G,l P (1-29)
most importantly, for ensuring the quality of the API. (huuman LrJ::gp(:)r:cine) 4079054
20)_ -
(Glu2°)-Glucagon _(1 29) 4079055
Impurities of Atosiban (human, rat, porcine)
Glu?4)-Gl 1-29
Atosiban (free acid) 4083914 Ehu‘:n;n r:‘t:afg:ci(ne) ) 4071253
Atosiban (1-8) lactam 4081127 (Des-Thr®)-Glucagon 4045345
(Orn(Ac)?)-Atosiban 4081126 (Des-Thr")-Glucagon 4045365
(Orn(Atosiban (free acid))®)-Atosiban 4083915
Atosiban 4065438

Impurities of the Buserelin Ph. Eur. Monograph
(Des-Gly',D-His?,D-Ser(tBu)®,Pro-NHEt®)-

LHRH ((D-His?)-Buserelin) 4018942
. = MULTIPLE
| m pu rlty A DISCDUNT
- 10 - 6 - 9\ _
(Des Gly. ,D-Ser(tBu)®,Pro-NHEt®)-LHRH 4028150
(Buserelin)

Impurities of Exenatide

(D-Asn?®)-Exenatide 4084643
(Asp?®)-Exenatide 4085312
(D-Asp?®)-Exenatide 4085313
(B-Asp?®)-Exenatide 4085314
(B-D-Asp?2®)-Exenatide 4085315
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(Met(0)27)-Glucagon (1-29) (D-Ser(tBu)®,D-Leu?,Azagly'®)-LHRH

(human, rat, porcine) 4043506 ((D-Leu”)-Goserelin) 4037082
Glucagon (1-29) (human, rat, porcine) 4033017 Impurity L
(D-Ser(tBu)?,Azagly'%)-LHRH 4038252
Impurities of Gonadorelin (Goserelin)
o free aci)
(Gonadorelin (free acid)) 4009735 Impurities of Histrelin
N - 10 -Hiec2 ~-Hi 6 - 9)_
(D-His?)-LHRH 4035476 (Des-Gly ,I? 2Hls :D H|_S(BZl) ,Pro-NHE%?) 4028762
((D-His?)-Gonadorelin) LHRH ((D-His?)-Histrelin)
- 10 - 4 -Hi 6 - 9\
(D-Leu”)-LHRH 4041861 (Des-Gly™,D ?er ZD H|§(le) ,Pro-NHEt?) 4025431
((D-Leu”)-Gonadorelin) LHRH ((D-Ser#)-Histrelin)
- -Glv'®° D-Tvr® D-Hi 6 - 9)._
LHRH (1-5) (free acid) 4028300 (Des-Gly ,D;I'yr jD H|§(le) ,Pro-NHEt?) 4028763
(Gonadorelin (1-5)) LHRH ((D-Tyr®)-Histrelin)
(Des-Gly',D-His(Bzl)®,Pro-NHEt®)-LHRH
LHRH (acetate salt) 4033013 (Histrelin) 4035442

Gonadorelin (acetate salt)

Impurities of the Goserelin Ph. Eur. Monograph Impurities of the Leuprorelin Ph. Eur. Monograph

(D-Ser",D-Ser(tBu)e,Azaglym)-LH RH (DeS—Gly1°,D—Ser",D—Leu"‘,Pro—NHEt*’)—LHRH
((D-Ser)-Goserelin) 4035304 ((D-Ser%)-Leuprorelin) 4033803
Impurity A Impurity A
(Ser(tBu)e,Azaglym)—LH RH (DeS-Gly1°, D-His?,D-Leu®,Pro-NHEt®)-LHRH
((Ser(tBu)®)-Goserelin) 4035307 ((D-His?)-Leuprorelin) 4028311
Impurity B Impurity B
(Des-Gly™,D-Ser(tBu)®,Pro-NHNH,%)-LHRH (Des-Gly'®,Leu®,Pro-NHEt?)-LHRH 4033802
(Decarbamoylgoserelin) 4039400 ((Leu*)-Leuprorelin)
Impurity E Impurity C
(D-Tyrs,D-Ser(tBu)®,Azagly'®)-LHRH (Des-Gly'*,Ser(Ac)*,D-Leu®,Pro-NHE?)-
((D-Tyr%)-Goserelin) 4035302 LHRH (Ser(Ac)*)-Leuprorelin) 4034724
Impurity F Impurity D
(D—Hisz,D—Ser(tBu)G,Azaglyw)—LH RH (Des—Gly1°,D—TrpS,D—Leue,Pro—N H Etg)-LH RH
((D-His?)-Goserelin) 4035303 ((D-Trp®)-Leuprorelin) 4058815
Impurity G Impurity E
(Ser(Ac)+,D-Ser(tBu)®,Azagly™)-LHRH (Des-Gly®,D-His?,D-Ser*,D-Leu®,Pro-
((Ser(Ac)%)-Goserelin) 4054732 NHEt®)-LHRH ((D-His?,D-Ser*)-Leuprorelin) 4048380
Impurity K Impurity F
(Des-Gly',D-Tyrs,D-Leu®,Pro-NHEt®)-LHRH
((D-Tyr®)-Leuprorelin) 4028312
Impurity G
Our e-brochures can be downloaded at www.bachem.com (Des-Gly',D-Leu®,D-Leu?,Pro-NHEt®)-
and ordered by email at marketing@bachem.com LHRH ((D-Leu?)-Leu pro relin) 4028310
DIABETES Impurity
PEPTIDES (Des-Gly',D-Pyr',D-Leu®,Pro-NHEt®)-LHRH
BACHEM ((D-Pyr")-Leuprorelin) 4046113
Impurity |
(Des-Gly',D-Leu®,0rn8,Pro-NHEt?)-LHRH
((Orn?®)-Leuprorelin) 4065128
(Des-Gly'°,D-Leu®,Pro-NHEt®)-LHRH
(Leuprorelin, Leuprolide) 4033014
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Impurities of Octreotide E?D SSZF ";DTTrptt)) Z':S)H 4025363
Acetyl-Octreotide 4071290 r)-riptored
(D-Tyr®,D-Trp®)-LHRH 4025365
, .
(Cys(8)?)-Octreotide 4071291 ((D-Tyr®)-Triptorelin)
(D-Cys’,des-L-threoninol®)-Octreotide 4099464 (D-Trp®)-LHRH (acetate salt)
(Triptorelin (acetate salt)) 4033016
(Des-L-threoninol®)-Octreotide amide 4099462
(D-Trp®)-LHRH (pamoate salt) 4039648
(L-Threoninol(Ac)8)-Octreotide 4099463 (Triptorelin (pamoate salt))
(Lys(Ac)®)-Octreotide 4099465
Octreotide 4042822 Impurities of Antazoline
. ) . N-(2-Aminoethyl)-2-(benzylphenylamino)
Octreotide (Dimer, Antiparallel) 4080984 .
acetamide - maleate 4028954
Octreotide (Dimer, Parallel) 4080983 Impurity A of Antazoline Hydrochloride
Ph. Eur.
Impurities of Teriparatide izr;](iﬁ;:;‘fenyl‘N'benzyl'aminome'ﬂhyl)' 4052755
pTH (2-34) (human) 4069253
- - Antazoline - HCL 4041456
pTH (1-34) (human) (Teriparatide) 4011474
Antazoline - 0.5 H,SO, 4041457

Impurities of Tetracosactide (Cosyntropin)

Impurities of L-Alanyl-L-Glutamine for Parenteral

- 16\ _ - 1
(D-Lys'®)-ACTH (1-24) ghuman,bovme, rat) 4033149 Nutrition
((D-Lys'®)-Tetracosactide) H-Ala-D-Gln-OH 4011868
(D-Ser")-ACTH (1-24) (human, bovine,rat) 0,20 ~Ala-brain
((D-Ser")-Tetracosactide) H-D-Ala-Gln-OH 4011870
(Des-Glu®)-ACTH (1-24) (human, bovine, rat) H-Ala-Glu-OH 4002318
((Des-Glu®)-Tetracosactide) 4063587

- - H-Ala-Ala-Gln-OH 4026080

(Des-His®)-ACTH (1-24) (human, bovine, rat) 4063586
((Des-His®)-Tetracosactide) Cyclo(-Ala-Gln) 4035535
(Des-Ser®)-ACTH (1-24) (human, bovine, rat) Cyclo(-Ala-Glu) 4035536

Des-Ser?®)-Tetracosactide) 4059984
( H-Ala-Gln-OH 4003766
Endo-4a-Glu-ACTH (1-24)
(human, bovine, rat) 4063588 | iti T . = h
(Endo-4a-Glu-Tetracosactide) mpurities of the Aspartame Ph. Eur. Monograp
ACTH (2-24) (human, bovine, rat) 4059983 |CYCl°<_'A~°f'Phe) 4016611
(Tetracosactide (2-24)) mpurity
Acetyl-ACTH (3-24) (human, bovine, rat) 4059986 T;SSE;PEG'OH 4001477

urity

Acetyl-ACTH (7-24) (human, bovine, rat) 4062898 H-Phe-OH 4031148
ACTH (1-24) (human, bovine, rat) 4011958 Impurity C
(Tetracosactide, Cosyntropin) Aspartame 4000411

Impurities of Triptorelin

ot e CUSTOM-=mgm

(Lo Tptoretin) swzs308 PEPTIDE =~ (RY¥
SYNTH ESIS )
@BACHEM &

\

In addition to our thousands of catalog peptides,
we offer comprehensive custom synthesis services.
If the peptide you require is not included in this list,

please ask for a quote.



BACHEM

Custom Synthesis at Bachem
v Quality
- GMP and non-GMP quality

+ Broad range of impurities and related products

- State-of-the-art analytical capabilities
- 1SO 13485 certified manufacturing site in St. Helens, UK

v" Chemistry
- Fmoc-, Boc-, Z- and other synthetic strategies
- Native chemical ligation

+ Synthesis of complex peptides

v' Capacity
+ Production sites in the USA and Europe
- Largest production facilities in the market
- Up-to-date technology

v" Modifications
- Acylation, acetylation, amidation, PEGylation etc.
+ Cyclizations
- Stabilizing modifications

v" Support
- Highly qualified technical support team
- Documentation
- Confidentiality

+ Partnering to achieve client objectives

Marketing & Sales Contact

Americas

Bachem Americas, Inc.

Tel. +1 888 422 2436 (toll free in USA & Canada)
+1 310539 4171

sales.us@bachem.com

Asia Pacific

Bachem Japan K.K.
Tel. +81 36661 0774
sales.jp@bachem.com

Europe, Africa, Middle East and India

Bachem AG
Tel. +41 58 595 2020
sales.ch@bachem.com

Visit our website
www.bachem.com
or shop online
shop.bachem.com

All information is compiled to the best of our knowledge. We cannot be made liable for
any possible errors or misprints. Some products may be restricted in certain countries. www.bachem.com shop.bachem.com
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www.bachem.com
shop.bachem.com
mailto:sales.us%40bachem.com%0D?subject=
mailto:sales.ch%40bachem.com%0D?subject=
www.bachem.com
shop.bachem.com

