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Finished product specification: Human Insulin Isophane Suspension and Human Insulin Injection

1 | Identification msaw\ifmmuﬁizu’lu Finish product specification

2 | Assay 95.0%-105.0% of the potency stated on the
label, expressed in USP Insulin Human Units/mL

Zinc Determination 0.02-0.04 mg for every 100 USP Insulin Human Units

Physicochemical analytical
procedures for insulins
- Limit of high molecular weight proteins | NMT 3.0 %

5 | Soluble insulin human content psr9RuAsElu Finish product specification
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6 |pH 70-78
7 | Bacterial endotoxins test NMT 80 USP endotoxin units/100 UPS Insulin Human
Units
8 | Sterility mnmummﬁiz@u Finish product specification
U - nadieavsdeusudinaiu (waive) msnsaseuiiassidela Tfduuansenans

L L2 1 A Yo Qe v
vanguasnanilasueydAnsaavsdeusae
- Drug substance specification f915a1anluAiAsevasnan drug substance %3sly
\A31e9 drug substance varane1d5agU atulaatunis nedinsnsiadmssiasy

o v o

3
Nnnvenimun
Feyluduq
1. wnansldfueygetunsfeunivenftesmiglulssndineasiansudonan
1.1 luddgnstunzfewsniuen me.2 ne.3 ve.d vise 6.2 udusnsd)
1.1.1 Tunsahfurimdsluussmelng (nnefs ve.2 vio ©.2)
1.1.2 Tunsdfugndiionsuteussy (mneia vie.3 vie v.2)
1.1.3 lunsdidugnihdhandisUssing uneis ve.d vse 8.2)

1.2 ludvetungifouen vie.1 w3 6.1 vesw iiduosnmn WIDUIIWALBYANITATUALANNINYDY
wanFasinufidunzideuly (Finished product specification) nsdifiagsewinanisiudsuudas
wAludindnezdesuuionatsniediuiniwdrgveanisvoudluuindon Finished product
specification

2. 1ONANTIUTBRNTFIUNIINGR

2.1 ns@ifewanluUsemelng frandesdiduunamaieniidodusomnnsgruniwaneiniamdninost
A3n1sfinlunsuEnen PIC/S (Pharmaceutical inspection Co-operation Scheme) Tngmiae iy
PIC/S participating authorities %30 flonansfusosnasgIuNTHanEIANNANN AT ALY
NSHARYIYBIETNIUANZNTINNITOIMITUATEN NTENTAI51TEY Tarvuatulaeiinanu
aonAdaaziinfisuiundninasiisnsiislunsnanen PIC/S Tumanngnfiieusne adudgany
soumsnsadeulaeiinansiusesticiulssniadszninsmdidnnseiing

2.2 nsgififugindrannsssene gudndesdidnuniwdionilsdofusowmsgunisndngini
wENNUAIZNI5T AlunIINERE 1V SEMNARHARN PIC/S (Pharmaceutical inspection Co-
operation Scheme) lngnaeau PIC/S participating authorities aﬁudﬂqﬂmmaumsmwaau
Tnedinanissusesdeiudsenausemanandidnnseiing visearynaonTnudiusinsel

3. LONAIAUANHULANIZUBILTAUDIIAY
3.1 HamInTviaTsiaun HanSaTveinas (Certification of analysis) lugnjuidaiuiietis
[

3.2 HANINTIVNATIENAUAMNINGAY (Raw material) vosdrendrdgAildlunisndneruidadu
MegraviaveganeLarEnanTngRu

ﬂmznﬁumsﬁwumﬂmé’ﬂwmmaww

P o 2
1 AU Macm s Uses1unssunig 2. aﬁa ............................................ A33UNT 3, N 530 S n37UNIT
(wewau Inuaszde) (Wwarandld sagsuu) (wwandand fugls)
ARENUZLANIZUBE Human insulin (70% isophane suspension + 30% soluble insutin) 100 IU/m injection in 10 ml



25 fqueu 2568 Wi 3 970 3

v -

3.3 nadiitunsdeuenannni 2 U ssfesdidnunniwenenanising Long Term Stability n1uefidu
widnlumsfyueunang

3.4 lenansfilansdanasgundninaeinasiinisialuninfiusnwinasnisnsyateen Good Storage
Practice (GSP)) and Good Distribution Practice for Pharmaceutical products (GDP))

4. fegeen

4.1 fiauesiadosdsiiogneenatalen 5 witeussyAnet JalusunuuanimeasiBoaldasudau
i musluidonmaniludredu

4.2 veanignssINIRsAnAndenseanudndlunisldfiusetelidnsdlag

5. mUsunaAmeTideay

5.1 o1gvesidweudedldlitesni 1 9 6 ey Tuaniudueu

5.2 gmnneiidweussfosddiuinmaieluusesmanisinsesfuiidmevrasnanuarly
Anseingiuresdaningiuildndnejuiideey

5.3 lunsdlimiesvmsinisguited weniidweuiiedsnmaiinsesinunin miwsenisaz
wilsdefesveege Tnofueazdedifindnaudniuiivinenenisdwmssiinnegies
BugSuiinveudrldielunsesaiinsesiquam lunsdlinuineliidulusmunndnumsiane
vnhaswmssuaaqquam%(lﬁ%’uﬁmimwﬂ']iLauaﬁmmﬁenéwaaqéﬂnaLLas/w%agmamiuﬂ%y’wialﬂ

5.4 faneasSunasueniuynnsd deslndvuneny winong viedefanadosanmieudmusiag
laifiteuly

5.5 nsdiifunitfeafusnmilgamai 2 - 8 ssmwaifua fosllenansuanuay fusesindsruumaiiv
uazdnadedu cold chain system ﬁlﬁmmg’mmuwé’mﬂm% Good Storage Practice (GSP) uag
Good Distribution Practice (GDP)

5.6 Nan13nTIATIRRMA W IngRUTesiendfey (Certificate of analysis of drug substance) 41y
nIwAnguitdadusregneisaaduane hdemsnsreddniidesuanduluiinmeiingiu dun
$11Y11311970 recombinant-human insulin ABKEAINANTIAT29 residual host cell DNA uag
residual host cell protein

LY s

6. fueBugeniazlimbonudesviafeatuilnendmuaniszaniudyyfuduiesedunsedune

U

edUFLNBY

a

¥ a = ¥ LY 1 o < 1 a‘l’
7. gungBugeunvglinidndyginauasuiivun lunsdsielud

Qs

7.1 mhpnudesnitudyanisiatosiueneiafiuilasmhsnemslusieteusnsguami 6
VIONIENTNAITITNGY
7.2 nan1sgupsadianevieniannainemansnisumdliiulupumasg
7.3 wanfasiewiaigniFenifuiuaniomarrlasddnnuauznssunisennsuazeilugaaiaives
é’cyﬁm%s??a%mm
7.4 wulgnaaninanwansusiotsdssaredUieilduen nanmsinwildussgdimnme viedn
01nslifisdsvasdanmslden Tnefivangududuanumdiiduaednuaidnes
8. vihenueanuAnslifuinsumandusiofiiiuss gnidoniuiulaedwinnuaaenssumsems

wazen Tusvezian 1 U newiulssmausymanandidnnseiind (Electronic Bidding: e - bidding)

ANZNTINNNSAMUARMENYMZIONY

[(8\' D)
o s
1. a\ﬁ}a M Ui%‘ﬁ’lﬂﬂiiumi 2, aﬁfa NITUNTT 3, 897D isw A3IUNT

(wewiu Inuaseidey) (uwaiandld sangsu) (WwwaainTi fugls)
qmé’nwmxmwwnmm Human insulin (70% isophane suspension + 30% solubte insulin) 100 IU/ml injection in 10 ml



