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Semaglutide 1.34 mg/ml solution for injection, 3 ml prefilled pen
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3. AuguUAnIumAla
3.1 Finished product specification: Semaglutide 1.34 mg/ml solution for

injection, 3 ml prefilled pen

U Test items Specifications
1. | Ysunaushendrdgy 94.8 - 105.2% of the L.A. of semaglutide
2. | Identification asvsumiszylu finished product specification
3. | pH 7.1-7.7
4. | High molecular weight proteins NMT 0.7%
5. | Impurities

- Hydrophilic impurities NMT 3.8%

- Hydrophilic impurities 1 NMT 3.5%

- Hydrophilic impurities 2 NMT 0.5%

- Total impurities NMT 6.3%
6. | Phenol 5.0 - 6.0 mg/ml
7. | Sterility test m’a'«amumuﬁiz‘tﬂu finished product specification
8. | Bacterial endotoxins Less than 80 IU/ml
9. | Particulate matter

- Size 2 10 ym - NMT 6,000 particles/container
- Size 2 25 um - NMT 600 particles/container
10. | Dose accuracy mmmummﬁizﬂu finished product specification
11. | Extractable volume Gﬁ’ﬁm"\umuﬁixqiu finished product specification
3.2 Drug substance specification:

99 Test items Specifications
1. | Ysuneushendrdgy 0.76 — 1.00 mg/ml
2. | Identification m'ﬁlw"mmuﬁizuiu finished product specification
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0] Test items

Specifications

3. | Impurities

- Hydrophilic impurities <3.4%
- Hydrophilic impurities 1 <3.1%
- Hydrophilic impurities 2 <0.3%
- Total impurities NMT 5.5%
4. | High molecular weight proteins NMT 0.3%
5. | Specific bioactivity 0.7 -13U/mg
6. | Bacterial endotoxins Less than 10 EU/mg
7. | Total aerobic microbial count NMT 10 CFU/g
8. | Loss on drying NMT 10.0%
9. | Host cell proteins NMT 100 ppm

3.3 WAaN1591A312 Elemental impurity %38 Risk assessment report (Waa9l@n&E"S
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