Tsaneuradugl
swaziBuanndnvasianizviuie
g8 Insulin aspart 30 IU/ml + Insulin aspart protamine 70 1U/mt

suspension for injection, 3 ml cartridge
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3.1 Finished product specification: Insulin aspart + Insulin aspart protamine

suspension for injection

3.1.1 Identification Meet the requirements

3.1.2  Assay 94.0 - 105.0 U/ml %39 564-630 nmol/ml
' (vanglug 1 unit = 6 nmol)

313 pH 720744

3.1.4  High molecular wright proteins Not more than 1.3%
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3.1.5 Related impurities Not more than 1.9%
3.1.6  Zinc total Meet the requirements
3.1.7  Sterility ‘ Meet the requirements
3.1.8 Bacterial endotoxins Meet the requirements
3.1.9 Insulin aspart in solution 24.2 - 36.0%
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81 Semaglutide 14 mg tablet

1.3081 01 Semaglutide 14 mg tablet
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3.1 Finished product specification: Semaglutide tablet

3.1.1 Identification Meet the requirement
3.1.2 Assay
- Semaglutide 90.0-105.0% labeled amount of semaglutide
- Salcaprozate sodium 92.0-108.0% labeled amount of salcaprozate sodium
3.1.3 Uniformity of dosage units Meet the requirements
3.1.4 Dissolution Not less than 75% (Q) of label amount of

semaglutide is dissolved in 30 minutes
3.1.5 High molecular weight protein Not more t_hah 1.0%
3.1.6 Total impurities Not more than 12.2%
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3.1.7 Microbial assay

- Total aerobic microbial count Not more than 10% CFU/g
- Total yeast and mold count Not more than 102 CFU/g
- Escherichia coli Not detected

3.2 Drug substance specification: Semaglutide

3.2.1 |dentification Meet the requirements
3.2.2 Assay 0.75-1.0 mg/mg of semaglutide
3.2.3 High molecular wright protein Not more than 0.4%
3.2.4 Sum of impurities Not more than 8.3%
3.2.5 Microbial assay Not more than 0.2%
- Total aerobic microbial count Not more than 102 CFU/g
- Total yeast and mold count Not more than 102 CFU/g
- Escherichia coli Not detected in 1 ¢ drug substance
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g18a Insulin aspart 100 1U/ml solution for injection, 3 ml cartridge

1. §oen 78n Insulin aspart 100 1U/ml solution for injection, 3 ml cartridge
2. prusudAnlY

2.1 gUiuy thetlausaanide

2.2 daulszneu Tu 1 ml Usgneume insulin aspart 100 U

2.3 MPULUTTY ursglumeususTeanusmndediniulifulinnnds insulin
2.4 a8 - vuravievnenussy sryliesmielevnamsdn dauuszneu wun

ATILTIUEET lavfindn Yuvunenglidhay _

- UUNFBaUITY SeuToEnTenienisi duuseneu TR INLIeE

wmevzilouidue aafindn Tuiindauas ununonglidney
3. gaugndannanaiia

Namsmmﬁmi'}zﬁ@mmmﬂﬂﬂmm finished product specification ttag drug substance

specification f198nndasduatuifentu dsldnmeiloudedinnuanenssunisemsuazen
nsENTNENINEY TeinduiduiliiBstenduatuiiiisurivielminduasguadussule
Fumils snassanAnsENTINE Y 309 sEURIT1en 1.A.2561 astudl 6 Sunnau 2561 (asUsenid
TusreAaanuunwadud 12 nua1ius 2562) uas 1§09 s3usise1 @UUT 2) w2562 asTuil
3 NINYIAL 2562 (aeUszmelusiafinanunsiudl 26 nsngeu 2562)

3.1 Finished product specification: Insulin aspart solution

3.1.1 |dentification Meet the requirements

3.1.2 Assay 95.0-105.0% label amount of insulin aspart
3.1.3 pH 7.20-7.60

3.1.4 High molecular weight proteins Not more than 1.5%

3.1.5 Related impurities Not more than 3.2%

3.1.6 Zinc total 16.3-24.5 pg/ml

3.1.7 Sterility Meet the requirements

3.1.8 Bacterial endotoxins Meet the requirements
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