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@mﬁﬂwmzLaWﬁswaeﬂﬂ Semaglutide @.m& mg./mL. solution for injection en ml. prefilled pen

Foen Semaglutide @.en@ me./ml. solution for injection e ml. prefilled pen
YUATHDINS Semaglutide @.m& me. AvEN @ I
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b. aanviselonansiniuen seudioandyymieen, vuin, 514, Junde,
Tununeny, wwunnge, wanelloussuelitaiau
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AMANWZIANE
Drug subslance specificalion
®. ldentification test m’mmumuﬁizq
. Content o0.e0 — ®.00 Mg./me.
en. High molecular weight proteins < o.m %
& Loss on drying < ®0.0 %
&. Host cell proteins < ®00 ppm
. Impurities
©.e Hydrophilic impurities < o.d %
o.lo Hydrophobic impurities @ < me %
o.en Hydrophobic impurities o < 0. %
o.en Sum of impurities <&&%
¢. Specific bioactivity o.¢) — @.en U/meg.
. Bacterial endotoxin < o EU/mg.
«. Total aerobic microbial count < @0° CFU/g.
Finished product specification
®. Identification ATIIUALTTZY
. Assay ' f&.s — @0 %LA
o. Sterility TIUALTTZY
& pH .0 — al.eo
&. High molecular weight proteins <o %
. Impurities
o.@ Hydrophilic impurities < onw %
o.b Hydrophobic impurities e ' < o€ %
o.e Hydrophobic impurities & <o0.&%
o.« Total Impurities < o.n %
. Bacterial endotoxins < wo IU/ml.
. Identity of preservative mmmumuﬁizq
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«. Phenol &.00 — ®.oo meg./ml.
@o. Dose accuracy ATIVU

®®. Particulate matter

®6.6 2 @0 M < p,000/container
®6.0 > b& um < poo/container
@b. Extractable volume FITITNIY

Feuladue

o, fdunluddymstunsdoussusmensevysansisg

b, IvilsdofusosnmsgunisnangmuvAnn keI sARUNIHER (GMP) T83n58MT2e
assuguvsevesUsmAlian lumnaeniiausune (hsddusmanluussmelng sevud
NNANUTENA AUE9V)

o enfiauodusivisnidudnanmseduiunudmelngnss

< fduunenarsandnuazuese faeluil

.0 NANTITIATIEAAMNWHAN AT TuBaiNaR (Certificate of analysis) vasenguiiunusiiots
Tumsiauevean fuanvienthsnuiinsgnynassaguiused

<o HAMIATIVUATIZAUANIAAY (Raw material) vasferdrdyldlunisndnanguan

¢ TlUAT1evie1ree3unIInas (Lot. No) 9 nlsanugngs vioannsuingremansnisunnd lng
soaduluiinnevivosiunsdnfefuiusogisitunnanduiudages
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