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Insulin aspart 30 iu/ 1 ml + insulin aspart protamine 70 iu/1 ml suspension forinjection, 3 ml

cartridge 97u2u 19,000 cartridges
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Fedamianmidug Sanudsrasieesiiiun1sdndosn s1ems Insulin aspart 30 iu/ 1 ml +
insulin aspart protamine 70 iu/1 ml suspension forinjection, 3 ml cartridge 97U 19,000 cartridges
yoslsaeIunanuBINes 29y 3,354,450 U (@uduauuauviiudiudiesnduumi) Wweltluns
fnwmernaliuriusesmuiiniuuims lulsmenuiavusinee’ Sianmdug fefuthplsmeiua
WuINIAS Vauuseaned 2568

2. dnguizasAnisidanu

o w 3 6 = w & .
lsaneunanuesanms Sawianwdug dmiuussainagantun1singesn 51815 Insulin aspart 30
iu/ 1 ml + insulin aspart protamine 70 iu/1 ml suspension forinjection, 3 ml cartridge 974U 19,000
& Ad < P 4’ ar 4-‘ o P d al [ al W ]
cartridges ({Hugnfiviinamsldgs uanduelsasediindausidudeaiosnudiae dwsuldtudiasves
lsmeuiavueanees dawmianwdug
wel
3. AuauvRgbudaiaus
3.1 ANNANTON NN
3.2 liduypeduavany
3.3 hingsgninudnianis
i = ' ' ar o w & o0 o i @ MW
34 'l.uL"ﬂuqﬂﬂamﬂqssm1:1Qns::wmsuwﬂLauawsammycy'mwuf:wu-um'sghﬁqﬂsﬂ
= o v«:hllj ' « a o s 1Y =i o o L
wasndugnliaunasinsussdiuransuiRnuresusenaunsnussidounsguuniinn nsensianisaas
& = - i LY
MvusmuUsEN A UNs lusTUUIRI st A saumAsasnsudydnans

.

[ =t W o= [V v v = wa '
3.5 Widuypradsgnavydeliludgdsedediiinuualdudadouderiividudisnuuemisn

[ a ) = o aa o va v ooy W o
7§1U53UULF\'§@‘EI'IEJ?{"I'§3UWlﬂﬂaﬂﬂ'iilumﬂaqq ‘ﬁﬁ'ﬁ')uﬂQumuﬂﬂaﬂﬁﬂQQuLﬁuﬂUﬁQUEﬂﬂﬂ"l'i

u

NITUNSHIAMS uju%m'i ARgRlunsandusluiansvesiifiyaaatume

=i Qe | o 2 o at g Lo = ar
3.6 finuauviuarhilidnwusioniunuiauenssunsulsuiemsdadodadnwar nsuiwag

aasgimualuTvisaune

ol A - - ol U
3.7 \Judflolinunewagiussnmnsendidnvsednddng

ARENITUNTATVUARMENYZIANTY

i v £ - o
(o) UTENUIANG S19LD35Y UBUNNEE YIS UsEsIUNTIUNT
(......”“....1‘.1‘/’.‘3. ...... ) utuRiE 11097 NI ITNIUIEYANS ATIUNTT
Conrrreclidenn) UNETIARULN UL WndYNITIIYNIS NIFUNTT



) ] 1 w ow  wel L o d v oa i [ at a
3.8 Liudiinausslonisuiuiudiutoaussedunddutewuslviun misenuuesdy m fulsena

Usgmanandidnnsedind visldiludnseinisdudunistavnnisudedusdrafusssulunmsusznnsien

didnvsatindmssil
I @ s & a W : a 1 = v | o v
3.9 Lidudlafuiendviavionuduiu Freraufiashiveytiumalne Vuuasyuravesiuteiauslé
-] n‘.! 1 t{ L9 1 1 z
AdilviaaziondvisuayannufuguIngy
w ' < a a awv = Y o
3.10 flauesnwiasliidugignusudivdnidiavesimluanusivhudiauesmuagdiuyindyogn
< i s o
AT ANENTTUNITIWRLNITHAS AU
vel w v - ol et v v v v o w v ¥ ad - o«
3.11 gouteiaueresmmsilsuniiteyagnissnsuiiulussuuingdadraniasgiedidnnsetngd

(Electronic Government Procuremen : e — GP) agansudgydnany
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4.1 Foen Insulin aspart 30 iu/ 1 ml + insulin aspart protamine 70 iu/1 ml suspension forinjection,
3 ml cartridge
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4.3.1 Finish product specification : insulin aspart + insulin aspart protamine suspension for

injection

LG Test ltems Specifications

1 | ldentification m‘i'lilci”lumuﬁizq‘lu Finish product specification

2 | YsunaushendAgy 94.0-105.0 U/ml %58 564-630 nmol/ml

3 | pH 7.20-7.44

4 | Sterility test m‘i’mﬁ’mmuﬁixﬁlu Finish product specification

5 | Bacterial endotoxins NMT 80 IU/ml

6 | Zinc content 16.4-22.9 ug/ml

7 | High molecular weight protein <1.3%

8 | lnsulin aspart in solution 24.2-36.0%

9 | Insulin aspart related impurities < 1.9%
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