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QUALITY CERTIFICATE No. 24-008169/04
Oxytocin complies with CEP

Batch No. 100624
Mfr. date: 18-06-2024
Retest date: 06-2027

Specification

E-mall: grindeks@grindeks.com
www.grindeks.eu
Unified registration No, 40003034935

ltem No. 10-01202

Analysis date: 22-07-2024

Batch size: 271.8 g

Analysis performed according to SpecAPI000267/7-en
Characters: 1 mg of Oxytocin peptide (CaaHeeN20+25:) is equivalent to 800 LU. Very soluble in water, soluble in ethanol and diluted
solutions of acetic acid (from 11.5 per cent to 12.5 per cent). It is hygroscopic.
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Requirements Results

Description White or almost white powder White powder
Identification:’ -
A HPLC Passes test Passes test
B. NMR Passes test Not determine
C. Amino acids Passes test Passes test
pH 301060 4.9
Related substances:
- impurity B (Ph.Eur.)® NMT 1.0 per cent 0.20 per cent
- sum of “Carbamide-oxytocin” and NMT 1.0 percent 0.61 per cent
Impurity | (Ph.Eur.)*
- sum of Impurity E (Ph.Eur.) and NMT 1.5 percent 0.10 per cent
impurity F (Ph.Eur.)® ©
- any other impurity NMT 0.5 percent 0.19 per cent
-sum NMT 5.0 percent 1.2 per cent
Water NMT 5.0 per cent 2.9 per cent
Acetic acid 6.0 per cent to 10.0 per cent 7.7 per cent
Ethanol NMT 5000 ppm Less than 160 ppm
Bacterial endotoxins NMT 300 IU/img " "Lessthan 0.25 IUmg -
Assay:
- onanhydrous and acetic acid free 93.0 per cent to 102.0 per cent 94.6 per cent
substance
-on powder” NLT 80.0 per cent 84.5 per cent

NLT 480 IU/mg 507 IU/mg
CEP Gamf cale af Su.f."zbr.' ity of | .'.'Jc Europsan Pharmacapoeia ’ ’
"Perform fwo oul of three idenlification tests: A and B or A and €
353.1,53.653.6,53.1-Cyclafbis(L-cystainyl-L-{yrosyl L-isoleucy-L-glutaminytL inyl-LeCystainyl-L-prolyi-L-l ), B-Oxytocin
dimer”, Oxytocln antiparallel dimer
°53.1,53.6-Cyclo(L-cystainy-L-tyrosyl-NH-CH{sec-buthyl)-NH-CO-L inytL inyt-L I-L prolyl-L-leucylglycinamide)
53.1,53.6-Cyclo(L-cystoinyl-L-tyrosyi-L- fsufeu:yi—L—g.’umnmyl-L-aspargr.tL-cy"(ermd-L-pmML-leucy{qﬂfanam:da), [5-aspartic acidfoxytocin
753.1,53.6-Cyclo(N2. Tacety-L-cysteinyl-L-tyrosyl-L-i ¥ i inyiL~cysteinyt-L prolyl-L-leucylglycinamide), “Acetyloxytocin®
NZ 1-acetyloxylocin .
;Ségn-iiﬁ-@daﬂwhm—omyﬂﬁmucyf—ﬁ Sltaminyt-Le(3-cyancalany|-L cystainyi-L proly-L-lsucylglyci [543 ine)]
b ddil: is notr in ph: P '
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Batch No. 100624 Iternt No. 10-01202

Mfr. date: 19-06-2024 Analysis date: 22-07-2024
Retest date: 06-2027 Batch size: 271,8 g i

Conclusion: Complies with requirements of Quality specification SpecAPI000267/7-en
Storage conditions: In an alrtight containers ata temperature between 2 °C and 8 °C, protected from light
Comments: N/A

The batch has been manufactured and controlled in compillance with AP! GMP requirements
Eudralex, Volume 4, Pait Il (ICH Q7).
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