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g1 Tirzepatide 10mg/0.6ml solution for injection, 2.4 ml pre-filled pen
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2.2 gaulseney  U6e Tirzepatide 10 melugnsazatuuSung 0.6 fadans
23 waussy  Yinmsuseq 2.4 feddnsdie L fw dwduen 4 doses TneuSunmuendl
antuusiazadsusznoudne Tirzepatide 10 mg Tug1sazary 0.6 iaddns
23 mwupussy  ussyluvessuiala (cartridge) dwsznevsgfulnnidandianiesly
(pre-filled pen) uardifu@nenunlirsunueeriiussy
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3. grudulAnamaila
3.1 Finished product specification: Tirzepatide solution for injection

)

U8 Test items Specifications
1. | Identification NIV
2. | Assay 90.0 - 110.0% of L.A. of tirzepatide
3. | Purity NLT 91.0%
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3.1 Finished product specification: Tirzepatide solution for injection (sia)

48 Test items Specifications
4. | Related substances/Impurities
- L-isoAsp15 - NMT 1.0%
- L-isoAsp9 - NMT 2.0%
- L.-isoAsp9 Region - NMT 2.8%
- D-Ser32/C-Term Deamidation - NMT 2.0%
- GIn19 Deamidation - NMT 1.7%
- GIn24 Deamidation - NMT 1.5%
- Total impurities - NMT 9.0%
5. | Largest Unspecified NMT 0.5%
6. | High Molecular Weight Species NMT 1.0%
7. | Benzyl alcohol 90.0-110.0%
8. | Phenol 90.0-110.0%
9. | Sterility NI
10. | pH 6.5-75
11. | Particulate matter MFITUY
12. | Bacterial endotoxins NMT 20 EU/mg
13. OsmolaLity 225 - 305 mOsm/kg
14. | Volume in container NLT 2.4 ml

3.2 Drug substance specification: Tirzepatide

48 Test items Specifications
1. | Identification AT

2. | Assay 79.5 - 100.0% of tirzepatide

3. | Purity test NLT 94.0%
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3.2 Drug substance specification: Tirzepatide (#i9)

9 Test items Specifications

4. | Related substances/Impurities

- L-isoAsp9 - NMT 1.3%
- D-Ser32/C-Term Deamidation - NMT 1.5%
- GIn19 Deamidation - NMT 1.5%
- GIn24 Deamidation - NMT 1.4%
- Total impurities - NMT 6.0%
5. | Largest Unspecified NMT 0.5%
6. | High Molecular Weight Species NMT 0.8%

7. | Residual Solvents

- Acetonitrile - NMT 410 ppm
- Isopropyl Alcohol - NMT 0.5%
- MTBE - NMT 0.5%
8. | Water Content NMT 10.0%
9. | Bacterial Endotoxins NMT 15.2 EU/mg
10. | Total Aerobic Microbial Count NMT 100 CFU/g

11. | Total Combined Yeasts and Molds Count | NMT 100 CFU/g
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