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81 Premixed 30% soluble insulin + 70% NPH insulin 100 iu/ml

in 3 ml penfilled T5sWeuIaTeUINULTUNS

1. §oun Premixgd 30% soluble insulin + 70% NPH insulin 100 iu/ml in 3 ml

penfilled

2. gauaudAvialy

2.1 Yuendngdauviungnauusirainie Sy

2.2 Usenaufaedien 30% soluble insulin + 70% NPH insulin 100 iu/ml

2.3 Ussglunsuzendausaann@asiauiiuuy multiple dose Usues 3 mi

2.4 aanTey¥esn diudsznaushendidnuazatnuuse Tunde Tufueiy lavfindaazian

nzlyusihfuelisgredniauuuniturussg vunasngtatalogsesssy Tog1 Anuls Tudunguay

A =
LEUNHAR

3. auaudRnianailn

Finished product specification : Premixed 30% soluble insulin + 70% soluble

insulin 100 iu/ml in 3 ml penfilled

h Test items Specifications

1 | identification mﬂﬂﬁi’mmuﬁisﬂu Finished product
specification

2 | Assay 95.0-105.C 9% LA of isophane insulin

3 | pH n3aaEiusudisyylu Finished product
specification

4 | Sterility Test mmmumuﬁigﬂu Finished product
specification

5 | Zinc content m’m&humuﬁisﬂu Finished product
specification

6 | Bacterial endctoxin mi’aﬁ]mum’mﬁi:ﬁﬂu Finished product
specificaticn

7 | Volume in container mi’ﬁlﬁi’mmmﬁisqﬁlu Finished product
specification

8 | Limit of high molecular weight protein m’mti’mmuﬁizﬁlu Finished preduct
specification
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4. Jaulvdug
Araussmdinsudiuinindisienans wienawnsietefusenenarslaudidnne siwauidan
faid
4.1 wnaslasueunwiunsifousifusnfiosmmhelussmaing uasduns (declare)
WVIRSHER
4.1.1 Tuddgynsduveideussuen THun ne.2 v19.3 ve.4 vio 8.2 dusnsd
2.1.2 TudrastuneiBou ve.1 v¥e 0.1 veswnfiauesan niouseasdunidons
AUANAMATNYEINER AT unzDyu (finshed product specification) wasderwungain
¥94AQfu (drug substance specification) nIdifieg senitemsidsuuvadly Wufuardoauy
LBNE1IN1TVaLALY (8.5) umieu (finished product specification) uUag/v38 drug  substance
spacification tngvelflaneuiuussniddausian/useniaaian wagkifiu 2 U w Julszneaau
R/ UMY
4.2 wnansfuseamsgunnanen
4.2.1 n3dlesdnludssindalneg dudssesilianansiusoannsgumsningmiy
yEnNLTRaYISNsNAlunIskEReN PIC/S (Pharmaceutical Inspection Co-cperation Scherne)
Ingmiigeu PIC/S participating authorities %38 J1on@n335U5805g1UNNSHEREIAILNEAN]
sagIinaiflunandne eI URNENSIINTEWNILARE NSEVTIANTISETY Seraunatilag
finnusenndauaziafionfuvdnnasinagiinsiflunsudae PIC/S Tumnmegiftaves atl
arganussunisesaseuinednanisiusesdieiulssmasausian/Ussnngen
4.2.2 nsdlendndrandreUsena uindesdiionansfuseanasgiunisuinginig
yEnNeLaeInsiRlunsdne PIC/S (Pharmaceutical Inspection Co-operation Scheme)
Iagsmiieau PIC/S participating authorities atuangpauseumsassaaulneiinanisiusesdeiy
Ussnmadseninsandidansedind vieorgmaendn udausnsdl
4.3 L9NENIAAMNYBLI T TIAN
4.3.1 kemsnvliasgiguninndafusisndudesuuosndn (certificate  of
analysis of finished product) luméuﬁ'ﬁaﬁ}uﬁwdw

at

4.3.2 #an1sesialimssvinuniningfuresdiendifisy (certificate of analysis of

<

| - 1 d 1 L b gj i e 2/ e ot =
drug substance) Wldluniswiinenjundatufednisvesnfnuuasdudningfiu P mungimne

nsthifusngu biological products fe1nns COA of drug substance YeeinEnevinty / nsdlaiu
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