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TLaIDuRRUANYUTIONIZYT
Semaglutide 1.34 mg/ml solution for injection, 3 ml prefilled pen
97U 1,440 AU

Tsawerunaweauunu
Foun Semaglutide 1.3¢ mg/ml solution for injection, 3 ml prefilled pen
s lY
21 jUuwuy Buarsazasvrmende Tdlbifid ussghunadesietiondenld
TedatlaRamds

22  daudszneu  Tuhnmaeiiandedld 1 dw ussgisiennglve 4 fadndu
luansazany 3.0 fiadans laedl Semaglutide 1.34 mg/ml, dwmiuen
4 doses U%mcumﬁﬁm'luuoiasn%ﬂszﬂaw’haLﬁu'mq'l,vm‘ 1 fiadindy
luansavans 0.74 faddns
23 awueussy  usiguamusussgeuneenderiawdenldiuu multiple doses
fussglunmisdugiuuesfidudngnriinsunueuneeiiussg
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3. AuauURMunailn
3.1 Finished proeduct specification: Semaglutide 1.24 mg/ml solution for
injection, 3 ml prefilled pen

49 Test items Specifications
1. | YSuashendhyy 94.8 ~ 105.2% of the L.A. of semaglutide
2. | ldentification mwmumuﬁszq'lu 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/ml
7. | Sterility test msww’wmuﬁsw’lu finished product specification
8. | Bacterial endotoxins Less than 80 IU/ml
9. | Particulate matter
- Size 2 10 pm - NMT 6,000 particles/container
- Size 2 25 um - NMT 600 particles/container
10. | Dose accuracy ms’nﬂmumuﬁwq'lu finished product specification
11. | Extractable volume miwﬂhumuﬁiw‘lu finished product specification

3.2 Drug substance specification:

L) Test items Specifications
1. | YSunusnendrdyy 0.76 - 1.00 mg/mt
2. | ldentification m’mhumuﬁ'isu'lu finished product specification
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D) 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 biocactivity 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 wan15nTev Elemental impurity w3s Risk assessment report (wanaenE1S
Ussnau)

wiEweg - NMT = Not more than
- "iadie Dissolution uae Uniformity of dosage units IWiwuionansuane siuaviduananisnss
s mndldudsssanseafiduiianlilulu coa
- pydiflaavedouudinisiu (waive) nsmsmasuiiesieisenisle ‘lﬁ'ﬁuuamanmwé’ngw
sananflldsueyiidng
- Drug substance specification fansanntulimswviveiiudn drug substance visluliasiest drug
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