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qmé’nusu::mmzﬂaam insulin aspart mo iu./e ml. + insulin degludec alo iu/e ml.
solution for injection, e ml. prefilled pen
Foen insulin aspart emo iu./e@ ml. + insulin degludec o iu./e ml. solution for
injection, em ml. prefilled pen
YUIATFRING asazaneUsmaNgolu o ml Usznaumeiundrfey insulin aspart o iu. as
insulin degludec o iu.

g1t asazanednivie
ey ull = &’ o al v b rd
AuauURvaly o. UTIuMYuzUITYedaUsaniteiianssueninemieuld (Pre-filled
Syringe)

o, famnwislenansinfiuen seyteansdyyniae, vine, 814, Yundn, Tu
wune1y, Wwuinde, lawsdowsisvelitanu
anguasealitasnit e U Wuainiudwey

AMANYLEIANY o. Identification test parkuLTiTEyTaeaiaeddny
. Assay
. Content of Insulin aspart eoe - esx mmol./ml.
o.lo Content of Insulin degludec oo - @@e mmol./ml.
. pH ¢.oo - v.€Go
& High molecular weight proteins <ob %
&. Hydrophilic impurities <o %
. Hydrophobic related substances <o %
. BlowisoAsp insulin aspart <@0%
. Desamido insulin aspart <o %
&. Insulin asp related impurities <o.@%
®@o. Total Zinc wm.om — cne.& pg/ml.
®®. Bacterial Endotoxin < o IU./ml
olo. Sterility ATAkIULTsEY
@a. Identity of Metacresol ATAKIUAAITSEY
@c. Identity of Phenol ATIRIUAITSEY
ed&. Metacresol 0.4s - e.cx mg./ml.
eo. Phenol o.m — @.o& mg./ml.
. Particles > @o pum/container < 9,000
®c. Particles > b& um/container < boo
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. fimisdesusammsgrumsnangmumdninaeiuayISmsialunsnan (GMP) 184n5ENTN
as1suguvieveUssmadudn lumnaeiiausune (nsdifusmanluvssmalng visthidn
INFYTENA AEIAY)

o. oiaueusituismiudrdasadudunusmmielaonss

<. fduuenansaudnuusvetn feluil

<o NANTITIATIBIRMUAMNANSUsiveEHER (Certificate of analysis) vasenuihinmidy
shatilunsiaueriean guanvdomirsnuiinsensnasisuauiuses

<o NAMIATIVIATIZRRUAWINGAU (Raw material) vaaferdwryildlunisndnaingudn

¢ TlhnTene1rasqumsnan (Lot. No.) 9nlssnugudn wioannsuiveremansmsuwnd oy
soaduluiinsmivesjumssdniisafuiufednsiihinuanduudages

5. flauenAvziosdiietteeteiios e mieussyineiliiune Tsaweruna Fadusuny
uamseaziSunldasudunuiifmusluidonuauiinaludsiu

X i <

.......... Ustsunssums  adte. G0 .......SINT  A9T0 NIIUAT
(WBYENT UeLdI) (UNETIAINTY Fuades) (WA Tand neuygun)




