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Foun Semaglutide @.n@ mg./ml. solution for injection e ml. prefilled pen
PUATIHINT Semaglutide @.e@ mg. ABET & T%
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ANANYTIANE
Drug substance specification
®. Identification test ATV TITEY
. Content o0.eD — @.00 Mg./mg.
e. High molecular weight proteins < o.m %
& Loss on drying < @0.0 %
&. Host cell proteins < ®00 ppm
©. Impurities
o.@ Hydrophilic impurities <oa %
0.l Hydrophobic impurities @ <me %
.o Hydrophobic impurities & < o.m %
©.en Sum of impurities <&&%
o. Specific bioactivity 0.0 — @.en U/me.
@. Bacterial endotoxin < @o EU/me.
«. Total aerobic microbial count < @0 CFU/g.

Finished product specification

®. Identification AUy
. Assay RE.c — eo&.b WLA
a. Sterility PSIEUALTTEY
& PpH o.@0 — elelo
&. High molecular weight proteins < 0.0 %
. Impurities

0. Hydrophilic impurities < %

o.lw Hydrophobic impurities e <ond& %

.en Hydrophobic impuirities o <o0.&%

.« Total Impurities <oa%
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. Bacterial endotoxins < wo [U/ml.

. ldentity of preservative AUy

«. Phenol &.00 - b.oo mg./ml.
@o. Dose accuracy ATIU

®e. Particulate matter

®®.6 2 @0 KUm < b,000/container
®@6.b > bd& um < boo/container
@b. Extractable volume ATV
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