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Standardised allergen extract from the house dust mites 12 SQ-HDM oral lyophilisate

1. ¥o8 Standardised allergen extract from the house dust mites 12 SQ-HDM oral

lyophilisate
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namsiaseiauamiluluniu Finished  product  specification
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3.1 Finished product specification: Standardised allergen extract from the house dust

mites 12 SQ-HDM oral lyophilisate
h) Test Items Specification
1 | Identification Complied with finish product specification
2 | Assay
- Total allergenic activity, potency 70 - 130% of stated amount
- Major allergen content, der p 1 potency | 50 - 150% of stated amount
- Major allergen content, der f 1 potency | 50 - 150% of stated amount
- Major allergen content, der 2 potency; | 50 - 150% of stated amount
identity
3 | Disintegration < 10 Ju¥
4 | Water content < 8.0%
ATTUNT w?o/é)
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substance




Uniformity of mass

Complied with finish product specification

Microbiological Examination

- Total Aerobic Microbial Count (TAMC)
- Total Combined Yeasts and Moulds
Count (TYMC)

< 10° cfu/e
< 10" cfu/e

Test for Specified Microorganisms

E. coli
P. aeruginosa

S. aureus

Absentin 1¢

3.2.1 Drug substance specification: Dermatophagoides pteronyssinus

i) Test Items Specification
1 [ Identification Complied with finish product specification

2 | Assay
- Total allergenic activity, potency 600 - 2,000 TU/mL (60-140%)
- Major allergen content, der p 1 potency | 600 - 1,900 mcg Der p 1/mL (70-130%)
- Major allergen content, der p 2 potency | 600 — 1,900 mcg Der p 2/mL (70-130%)

3 | Microbiological Examination
- Total Aerobic Microbial Count (TAMC) <10’ cfu/g
- Total Combined Yeasts and Moulds < 10° cfu/g
Count (TYMCQ)

3.2.2 Drug substance specification: Dermatophagoides farinae

9o Test Items Specification
Identification Complied with finish product specification
2 | Assay
- Total allergenic activity, potency 600 — 2,000 TU/mL (60-140%)
- Major allergen content, der f 1 potency | 700 - 2,200 mcg Der f 1/mL (70-130%)
- Major allergen content, der f 2 potency | 700 - 2,200 mcg Der f 2/mL (70-130%)
3 | Microbiological Examination
- Total Aerobic Microbial Count (TAMC) <10’ cfu/e
- Total Combined Yeasts and Moulds <10° cfu/g
Count (TYMC)
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