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AMANYINSLANIZYDIYT Semaglutide @.ma® mg/mL solution for injection m mL prefilled pen

fHoen Semaglutide @.en@ mg/mL solution for injection e» mL prefilled pen
ATiFBINg Semaglutide &.cn@ Mg ABEN & T8
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vuneTe, Winde, aungidousiuelidaou

o 9grasdasliteundt o U Wuaniudweu

& Generic product use (GPU) eeczace

AMANYLIANTY
Drug substance specification
®. ldentification test ATIRRUANTISEY
. Content 0.6 - ®.00 Mg/mg
e. High molecular weight proteins < o.m%
& Loss on drying < ®0.0 %
&. Host cell proteins < ®00 ppm
o. Impurities
©.e Hydrophilic impurities < a& %
©.lo Hydrophobic impurities & sme %
.o Hydrophobic impurities < o.m%
©.en Sum of impurities <&&%
. Specific bioactivity o.e — e.en U/mg
. Bacterial endotoxin < @0 EU/mg
«. Total aerobic microbial count < @0° CFU/g
Finished product specification
®. Identification ATITUATSEY
. Assay RE.c - @od.lb %LA
on. Sterility AUy
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& pH w.@0 - alelo
&. High molecular weight proteins <o %

. Impurities

o.@ Hydrophilic impurities <ans %
©.lo Hydrophobic impurities e <and %
. Hydrophobic impurities <o&%
o.& Total Impurities < o.n %
. Bacterial endotoxins < go IU/mL
. ldentity of preservative mi’aiwhumuﬁisq
«. Phenol &.00 - ©.0oo mg/mL
®o. Dose accuracy AU

®®. Particulate matter

®6.6 2 ®0 UM < o,000/container
®e.b 2 b& um < poo/container
@b. Extractable volume MIVTHIY

Heulvduq

o. fdunluddymstunadouiiunveinsemnsisugy

lo. Sinfidefuseunasgrumndngimuvdninasiiazisnisiniunsude (GMP) v8ensEnsIs
mssaiguviieresUsamalidn lumneofiausue (hsdlidusmdnluussmelng wiodd
NNANYTHNA AU I0U) '

o, tiaueiduniiuisndudrdaiodufunusmielaonss

<. fdnenansnuinuurvewn fuelui

<o HanTITlAT iR HARSUYivRINER (Certificate of analysis) vesenguitthundu
fregrslunisiausyienn franvieminsauiinsensnasisuguiuses

<o HANINTINNATILRAUNINIAGAY (Raw material) vesaenddryiildlunisnamanndrde

& Tluhpierenraeiunisudn (Lot. No.) anlssnugidin viennnsiinermaninisunnd log
souduluiinneivesiumsudnideiuiusedisithinuandutulages

o. flauennziesdetueetnlion e mitsussAusTFiUMNL Tsawenuna Fudusuny
uaniwasidenldasuiunuiirmusluhdenmuauiivhludieiu
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