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ANANYUIANIZYDIEN
Insulin aspart 30 1U/1 mL + Insulin degludec 70 IU/1 mL solution for injection,
3 mL prefilled pen

1. ¥o81 Insulin aspart 30 1U/1 mL + Insulin degludec 70 1U/1 mL solution for injection,3 mL
prefilled pen

2. gruaNAnaly
21 juuwy Wuansavansla Wil Usiannide dmiuin
2.2 @ulseneu  Useneude Insulin aspart 30% wax Insulin degludec 70% Waviua 300 IU
Tugniurungneuyiainms 3 mL
23 wweussy YSums 3 mL
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3. AnENUANIwmATA

Han13AsIvIAT iR W dulua Finished product specification wag Drug Substance
specification #1948 nndsisuatuifeniu Seldeanzifeudedinnuanenssumsamsuazen
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3.1 Finished product specification:

4o Test Items Specifications
Identification Meet the requirement
2 | Assay - Insulin aspart: 171-189 mmol/ml (95.0-105.0%)
- Insulin degludec: 399-441 mmol/ml (95.0-105.0%)
3 | pH 70-78

High molecular weight proteins NMT 1.0%

Insulin degludec

- Hydrophilic impurities NMT 1.2%
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0} Test Items Specifications
- Hydrophobic related substances | NMT 2.8%

- Hydrophobic impurities NMT 1.2%
- B28isoAsp insulin aspart NMT 2.2%
- Desamido insulin aspart NMT 4.5%
- Insulin aspart related impurities | NMT 3.2%
5 | Zinc 23.3 - 31.5 yg/ml
6 | Bacterial endotoxins < 80 IU/ml
7 | Sterility Meet the requirement
8 | Metacresol 1.58 - 1.89 mg/ml
9 | Phenol 1.38 - 1.65 mg/ml

10 | Particulate matter
-aYNAYUIN210 um Not more than 6,000 per container
-BUNIATUIN225 um Not more than 600 per container
vaeimg - nsdiisanfeuudinsiiu (waive) nsnsnasuiiassidenenisialituiansenasving
fananiildsueyiase

o a
4. Raulvdu q
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4.1.1  ludfignsTunsideusniuen (me.2 ne3 ned wie 82 ududnsed)
o & = - v = W v
4.1.2 ludwetuveidouen ve 1/8 1 vessiiauesia wienneaxndeahidomseauauaunin
vaawdnusinmATuneideu (finished product specification) wazdarimunnunnues
g (drug substance specification) nstifiagseninamsidsuwdasuiluisdy szdea
wuulenasELUINNANEN15VBALY (8 5) W Fey finished product specification uag/
%38 Drug Substance specification
4.2 ENENITUTDIWINTFIUNITHENEN
o = o L = | ol e a =
421 nsfinewdalulsevalng gudndosdidnunnimareniidesuseswnsgiunmsudngiaiy
NANLNUIIBNISNALUNISNAREN PIC/S (Pharmaceutical Inspection Co-operation

Scheme) laenul897U PIC/S participating authorities #303lena135UIOININTTIUMS
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WENNUISNSTRIUNSKAREN PIC/S (Pharmaceutical Inspection Co-operation
Scheme) Iagvaeanu PIC/S Participating authorities atuargamuseunsnsaadeulay
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4.3.1 HAMIATINNATILNAUNMKANTUTIVEINER (Certification of analysis of finished
product) lugguiidssaogng
432 wamslaseinuawingRuvesiendfity (Certification of analysis drug substance)
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Insulin aspart 30 1U/1 mL + Insulin degludec 70 1U/1 mL solution for injection,
3 mL prefilled pen
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AMANEATIANIZYDIE
Insulin lispro 50 IU/1 mL + Insulin lispro protamine 50 IU/1 mL suspension for injection,
3 mL prefilled pen

1. ﬂam Insulin lispro 50 IU/1 mL + Insulin lispro protamine 50 1U/1 mL suspension for
injection, 3 mL prefilled pen
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2.1 guuwy Humsazaela Unannide dmuidn
22 dwulsenou  Usenausg Insulin lispro 509 wag Insulin lispro protamine 50% Ve
300 1U ugnthu3ines 3 ml
23 weussy Ysues 3 ml
24 MwurUsTy  USSTluNUEUTSIEdaUTAnderianieudn
25 aan - szyfien duvszneumsddiyuarmiuuse Yundn Judueny Laviikdn
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3. AnaNUANImaia

Nam‘m‘nﬁLﬂsﬂzﬁﬂmmmﬂﬁiﬂmu Finished product specification W&z Drug Substance
specification fignsBannundusinuatiuifeatu dldaamedeudedninnuamuenssunmsomsuaren
NITNTNAITITUAY ﬁaﬁmé’ﬁﬁﬂ%’ﬂﬂ%’ﬁwﬁaﬁmﬂuaﬂ’uﬁLﬁauwi'm%almjn'jm1m'§_§mm€i"uﬁﬁ'u’lmﬁw%’wﬁa
AUUSENIANSENSNANGISRIAY (389 SEUPTUET WA, 2561 astufl 6 furau 2561 (asdsenelusiefiaa
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3.1 Finished product specification:

o) Test ltems Specifications

1 | Identification Complied with finished product specification
2 | Assay 90.0-105.0% of label claim

3 | Immediately available insulin lispro | 40.0-55.0 U/mL

4 | Phenol 90-110% of label claim

5 | Metacresol 90-110% of label claim

6 | High molecular weight proteins NMT 3.0%

7 | Sterility Complied with finished product specification

nmmil.‘...........‘.. ‘/(/( 2M§“'(3(0?WW;\
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8 | Bacterial endotoxins NMT 80 EU/100 units
9 | A21-Desamido insulin lispro NMT 1.50%
10 | Other related substances NMT 4.00%
11 | Particulate matter - particle 210 ym: NMT 6,000/container
- particle 225 pm: NMT 600/container
12 | pH 70-78
13 | Zinc 20 - 40 pg/mL
14 | Filling uniformity Complied with finished product specification
15 | Crystal check Complied with finished product specification
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4.6.1 wWanIVTIATIEY Elemental impurities #5031 Risk assessment report for elemental
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5. M3UsliuAIUIEaNSAMAD31A1 (Price Performance)

EaziBeALanILDNAITAUINMTIUTEITUUSEANS AN FES AL UL

HIUNTTTUTBIAMENTTUNTAMANBUZLANIZYDIEN
Insulin lispro 50 IU/1 mL + Insulin lispro protamine 50 IU/1 mL suspension for injection,
3 mL prefilled pen
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5. inauanUsidiuuseansnmeasina (Price Performance)

Insulin lispro 50 1U/1 mL + Insulin lispro protamine 50 IU/1 mL suspension for injection,

3 mL prefilled pen
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