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TuazidyaguinBusIanIZY)
Semaglutide 1.34 mg/ml solution for injection, 3 ml prefilled pen
71U 2,000 @Gl

Tsmenuagauwiu
1. Foen Semaglutide 1.34 mg/ml solution for injection, 3 ml prefilled pen
2. quandnaly
2.1 guuu HuasazaneUreenide ek ussgluunmiasdewdeuly
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2.2 douusenau  uuSunes 1 faddns fdfagn Semaglutide 1.34 mg
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3. Aueuifimaneina

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

] Test items Specifications
1. | YSinudhedrdyy 94.8 — 105.2% of the L.A. of semaglutide
2. | ldentification m’mﬁ'mmuﬁizuiu finished product specification
3. | pH 71-77
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/mt
7. | Sterility test mwmumuﬁﬁzqiu finished product specification
8. | Bacterial endotoxins Less than 80 IU/ml
9. | Particulate matter
- Size 2 10 um - NMT 6,000 particles/container
-Size 2 25 um - NMT 600 particles/container
10. | Dose accuracy mwehumuﬁssu’lu finished product specification
11. { Extractable volume mi’aﬂw"mmmﬁ‘isqlu finished product specification

3.2 Drug substance specification:

da Test items Specifications
1. | YSuaudhendrdgy 0.76 - 1.00 mg/ml
2. | Identification mi’mﬂ'mmuﬁimﬂu finished product specification
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3.2 Drug substance specification: (¢i®)

¥o Test items Specifications
3. | Impurities
- Hydrophilic impurities <3.4%
- Hydrephilic impurities 1 <3.1%
- Hydroghilic impurities 2 <0.3%
- Total impurities NMT 5.5%
4. | High molecular weight proteins NMT C.3%
5. | Specific bioactivity 0.7 - 1.3 U/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 wan15AIzv Elemental impurity %38 Risk assessment report (LWHRBNE1T

dsensu)

nuemsy - NMT = Not more than
- *¥f21a Dissolution wag Uniformity of dosage units Tuuisnansuans seasiduananisama
ek winflldudeneasduadibuiuariiiulu coa
- nediflnmzdouudinsiiu waive) msnsinseuiasevsienisia Wiuuanuenamdngu
fanamilléTuaylade
- Drug substance specification fiasananluinseviussuiin drug substance wisludiasiet drug
substance ounedusogy etulaatunils ddinmsnmeieneirsunndhdedtiomun
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4.1.2 Tudmedunsidoy ve.1 wie &1 vew ihauesim wieuseaziBuaidonsmiugy
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4.2 1BNEIIUTBRNTEIUNTREREN

4.2.1 nslpwdnludszivelve fudadedionansiusewnnsgruninemundninasivay
FnsAtmunisudnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) ImanuBeIU
PIC/S participating authorities ¥3eiflienansiusesnasgrunTsnEnemuvdninasiuayign1s iy
NMIKERE1YETNIUANENTINNTOMITURLEY NTENTINEEITEY Temuntulasdiaay
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