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.. Finished product specification: isophane insulin @oo iu/e mL suspension for injection

¥

U9 Test items Specification
Identification m‘aaﬁ]mummﬁisﬂu finished product specification
o A «é&.o - @od.0% of the potency stated of on the label,
ssay

expressed in USP insulin Units/ml

o Not more than <o USP Endotoxin Units per @oo USP
Bacterial endotoxins
insulin Human units

& | Sterility test Sterile

& | pH .o -o.d&

b | Zinc content 0.0be — o.0& Mg for each @oo USP insulin human units
@ | Insulin in the supernatant Not more than @.0 USP insulin human units per ml

® | Limit of high molecular weight protein | Not more than m.0%

an.lo. Drug substance specification
{1311910 recombinant human insulin #BILAAINANITATID residual host cell DNA uag
residual host cell protein
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3781139 o : insulin human eo iu/e mL + isophane insulin eo iu/e mL
suspension for injection, @o mL vial
audssnrdmdinguasivsd

. FoEn insulin human mo iu/e@ mL + isophane insulin eo iu/e ML
suspension for injection, @o mL vial (GPU: bé&amec)
. ARy
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Isophane insulin $aeas alo (8051 m:e) TuUSHI @oo IU/mL
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a.e Finished product specification: insulin human mo iu/e mL + isophane insulin &o iu/e mL

suspension for injection, @o mL

D) Test items Specification
® Identification test m?ﬁ]mumuﬁizﬂu finished product specification
o | Characters (Crystal length, the ® - lbo um
majority of crystals)
o | Assay ®&.0 — @o.0% VeUTUITifun
@ |pH o.x - l.&
& Sterility test Sterile
D Bacterial endotoxin < <o IU of Endotoxin/eoco IU of insulin
o Pyrogen test m’aﬁlﬂi’mmuﬁ'isﬂu finished product specification
@ | Zinc content < @o Pg/ml
« | Related proteins (A we Desamido < ©.&%
insulin)
@o | Total dissolved insulin & — m&% of total insulin
@® | ldentification of preservative m’ﬁlﬂi’mmmﬁ‘szﬂu finished product specification
e | Metacresol e.ad — @.5& mg/ml
@m | Phenol o.&x — o.mlo mg/ml
@& | High molecular weight proteins Release: < @%
Shelf life: < m%
a.lb. Drug substance specification
91111971 recombinant human insulin ADILANINANISATID residual host cell DNA uag
residual host cell protein
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3781139 e : insulin aspart mo iu/e ML + insulin aspart protamine eo iu/e mL
suspension for injection, em mL cartridge
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o. Hoen insulin aspart o iu/@ ML + insulin aspart protamine o iu/e mL
suspension for injection, e mL cartridge (GPU: booedo)
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a.e Finished product specification:

insulin aspart mo iu/e@ mL + insulin aspart protamine elo iu/e@ mL suspension for injection

) Test items Specification

® Identification m’mmumm‘ﬁlisq‘lu Finished product specification
® | Assay «&.0 - @o&.0% the labeled amount of insulin aspart
@ | pH oo - 0.ce

& | High molecular weight proteins NMT @.:n%

& | BowisoAsp insulin aspart NMT @.0%

© | Total impurities NMT @.en%

& Zinc content eb.c-bb.c pg/ml

[ Preservative m?ﬁwhum’mﬁi%ﬂu Finished product specification
® Sterility test mwrﬁhumuﬁiw‘lu Finished product specification
@o | Bacterial endotoxins NMT <o Endotoxin units/eoo IU of Insulin aspart
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®o.o0 - @oc.0% L.A. of insulin
aspart (dried substance)

0.0 — @o&.0% of insulin aspart
(dried basis)

weight proteins

b | Identification AR AU
Residue on ignition - NMT ©.0%
Host cell derived proteins m’aﬂti’mmuﬁisqﬂlu Finished -
product specification
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© | Impurities with molecular | By Size-exclusion chromatography : -
masses greater than that NMT o.¢%
of insulin aspart
& | Limit of high molecular - NMT o.&9%

& | Related proteins

- BisoAsp insulin aspart : NMT
®.0%

- Total of the peaks due to
AoaAsp insulin aspart, BmAsp
insulin aspart and BenisoAsp
insulin aspart : NMT .0%

- BisoAsp insulin aspart : NMT

®.0%

- Total of the peaks due to AbeAsp

insulin aspart, BenAsp insulin
aspart and BenisoAsp insulin aspart
: NMT o.0%
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- Total of other impurities : NMT - Total of other impurities : NMT
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« | Loss on drying NMT @0.0% NMT @0.0%
@o | Sulfated ash NMT 5.0% -
@® | Bacterial endotoxins NMT @0 IU/mg NMT @o USP Endotoxin Units/mg of
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el | Microbial enumeration test - The total aerobic count : NMT moo
and Tests for specified cfu/g
microorganisms
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