qmé’nwmzmwwmmm INSULIN GLARGINE STERILE SOL 300 1U/1 ML.(1.5 ML/PRE-FILLED PEN)

1.3881 INSULIN GLARGINE STERILE SOL 300 IU/1 ML.(1.5 ML/PRE-FILLED PEN)
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3.anaudAnIsnaia

mamim'ﬁﬁLﬂiwﬁﬂmmWL%ﬂUMW finished product specification Wag drug substance
Specification fisneBanndusiuiientu deldanadeuredninnuanznssunmsenmsuaze
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Finished product specification

%

3.1 Identification test asrn I Litunsdout 0.0,
3.2 USuausiendifgy psrrumaiTunsfoutv 0.0,
3.3 Extractable Volume mwmumm%ummaum 9.8,
3.4 pH psrasumETiTunsDeuiu .8,
3.5 Sum of Related Impuirities mmmumuﬁﬁumlﬁwﬁ’u 9.8.
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AMANYALLANIZUDI81 DULAGLUTIDE STERILE SOL 1.5 MG./0.5 ML. PRE-FILLED PEN

1.3987 DULAGLUTIDE STERILE SOL 1.5 MG./0.5 ML. PRE-FILLED PEN

2.auautanaly
2.1 ’E‘ULLUU
2.2 duusenau

2.3 AVULUTTY
2.4 87N

anvazanelanuazla Tuld
Tuansagae 0.5 §adans Usenoumiy Dulaglutide 1.5 Hadnsu

asazanedmivda ussalulnmdnewlianieuly
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3.Qmamﬁ'€mwmaﬁﬂ Finished product specification:

Namim’sfﬁLﬂiwﬁﬂmmwﬂulﬁmm finished product specification &g drug substance

Specification M998 INLAdURIS UL BalpaanzileudadinnuAuzNITNNITEIIILAZEN
nNsgNTHasIIiaY Nllndssunldsndweaduatunifisusivsslnininunsgrundusiiule
ATUNils MUUTENIANTENTIENTITNEGY 1TBITEUAIIEN WA, 2561 aeTuil 6 SuAN W.A. 2561

(aeUsznAlusvRauns Iun 12 nuaus 2562)

3.1 Identification test

3.2 Assay

3.3 Osmolality

3.4 pH

3.5 Bacterial endotoxins

3.6 Total related substances and Impurities
3.7 Sterility test
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asrarumuituns v o.e.
90.0 - 110.0 %

270 -330 mOsmol/kg

6.00 - 7.00

< 16.7 EU/mg

NMT 25.0 %
psrarumaTiTunsilouiv 0.0,
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