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QUALITY CERTIFICATE No. 23-014827/04
Oxytocin complies with CEP

Batch No. 040723
Mir. date: 06-07-2023
Retest date: 07-2028

Specification

Dgnndcks v
u

Unified registeaton No, 40003032%55

[ElEE] _

ltem No. 10-01202
Analysis date: 31-08-2023
Batch size. 359 ¢

Analysis periormed according to SpecAPI000267/6-en
Chaiacters 1 mg of Oxytocin peptida (CaHeNiz01:52) is equivalent to 600 iU Very soluble in water, solubla m ethanal and diluted
selutions of zeelic acid (from 11.5 par cont o 12.5 per cent). it 1= nygroscopic.

Reguirements Results
Descnplion White or almost wnite powder White powder
Identification
A HPLC Passes tes! Passes test
B. Amino acids * Passes test Passes test
= 3.0wil 44
Related peptides:
- Carbamide-oxytecin (RRT 0.8-0.9) NMT 1.5 per cent 0.34 per cent -
- alia-Oxytocin dimer (RRT 1.3-1.4) NMT 05 per cent 0.08 per cent
- beta-Oxytocin dimer (RRT 1.4-1.6) NMT 1.5 per cent Lass than 0 10 per cers
- Acetyloxytocin (RRT 1.5-1.7) NMT 1.5 per cent 0.12 per cent
- Unidentified related substance NMT 0.5 per cent 0.08 per cent

(“lmpurity A" RRT 1.0-1.2) -

- Unidentified related substance
Clmpurity B RRT 1.7-1.8)

- Any other detectable impurity
-sum

Water

Agetic acid

Ethanot!

Bacterial endotoxins

Assay:

- calculated with reference to
anhydrous, acelic acid-free substance
- on powaer*

NMT 0.2 per cent

NMT 0.5 per cent

INMT 5.0 per cent

NMT £.0 per cent

8.0 per cent to 10.C per cent

NMT 5000 ppm

NMT 300 IU of endotoxinimg of Oxyiocin

93.0 per cent to 102.0 per cent

NLT 80.0 per cent
NLT 480 U/mg
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Less than 0.10 per cent

0.10 per cent

1.1 per cent

2.3 per cent

7.9 per cent
Less than 160 ppm
Less than 0.25 IU/mg

98.0 per cent

86.9 per cent
521 IWimg
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|

Batch No. 040723 em No. 10-01202

Mfr. date: 06-07-2023 | Analysis date. 31-08-2023

Retest date: 07-2026 | . Balch size: 359 g

i
Concluslon: Complies with requirements of Quality specification SpecAPID00267/6-en
Storage conditions;  In|an airtight containers al a temperalure between 2 °C and 8 *C, protected from light

Comments: N/A

The batch has baen mamfactured and controlled in compliance with APl GMP requirements
Eudralex, Volhime 4, Par! I (ICH Q7).

Head of Quality Division/ Qualified
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QUALITY CERTIFICATE No. 23-014827/04 --:-EIll E
Oxytocin complies with CEP @ s
Batch No. 040723 ltem No. 10-01202
Mfr. date: 06-07-2023 Analysis date: 31-08-2023
Retest date: 07-2026 Baich size: 358 ¢
Addendum
Spedification Reguirements Resuits
Amino acids’ .
- aspartic acid 0.9010 1.10 1.00
- glutamic acid 0.20tc 1.10 1.00
- proline .90 10 1.10 1.00
- glycine 0.80101.10 1.00
- leucine 0.9071Cc 1.10 1.00
- Isoleucing 0801t 110 1.00
- tirosine 0.7010 1.05 0.90
- half-cistine 1.40t0 210 200
- other traces traces traces
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