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1. Identification ATIaRuALNszyly finished product
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specification

4. pH 2.5-55

5. Particulate matter mi’aﬁlﬁhumu‘ﬁisﬂu finished product
specification

6. Related substances m’sﬁlr;humuﬁizqiu finished product
specification

7. Minimum fill NI

8. Sterility test ATIVEU

Foulvdue

1. dunamagenasnisiasueugndunzideusiSugnivedminglulszimelng uay
d1ung (declare) Lasnan

AEnzaNIrYee e Iaviaiu meldvedninvesdeya aednius walulad uaziona1seneds
WU 19181 Smdangssdeulugisaidnii
= v - e o o & v o 1 a o a - @ o
ails Teyanmeunstundleddiluiissnne g4 v uludesfinudoyaiianiy iouSuuseld
A0AAGDINUUTUNLAYAIINADINTT




1.1 luddynstunsiSous$ue) (Me.2 e.3 8.6 wdusnsd)
1.1.1 lunsdiduenisdnluvssmalne (rneds me.2)
1.1.2 lunsdidugninduitensutaussy (raneds ve.3)
1.1.3 lunsdl@ueniidnannsisussma (maneds me.4)

1.2 ludwelunsdouen ne. 1 vesenfliauesan nieuseasduahdenisnmuay
ﬂmm‘wsuaﬂNamﬁmeﬁm’mﬁﬁumﬁ&mﬁ (finished product speciﬁcation)ﬂiﬂjﬁagizwj’mmi
Wasuulasudlufinduazdesuuuionasvsedunnmaronisveudluniwies finished
product specification
2. lunsdlflwanluussmealneg grdndosddiunnmaeniideiusewnnsgiunsnangnm
MENLNAUTIBNTAR LN THANEUDINTENTE1TUEY (GMP) Tunnneniiiaueuie

Tunsaiidugnindraniaszma gudndosdiduinnmaeniideiusomnsgiunis
NAREN
PAMANINSTIBNSTIRlUNIHERE1VRsUTEIMAGHAR V3o Certificate offpharmaceutical

products

3. dnnwEElENaTAMEN YU YB I TIALETIAN

3.1 HANINTIITATILARUNNNERATusTve 3EHER (Certification of analysis) Tuggud
dadudieg

3.2 HANMINTITIATIERANNWINgRURaw material) vosnenddyldlunisnEne
sufidadusognmiosnaneuasaainaay

4. §981987
v I~

4.1 fiaues e idwineg We1eeelee ......... M8 UTUTUIN FuTumununans
eavtdualansuiunIuntmualuitenuaudR Ut

5. msUsziunanmEITdwey

5.1 engesidsmaudodlidosnin ... (few/ U udiusnsdl) uanniudeu

5.2 pWnoniidsey swfesdidiunnmaglususessansnnieTgiouiidaey
vosNanuas luinsesiingauvesnaningiviltudneuiidsuey

5.3 lunsdlivithesvmsvhnsduinegvefidmeuiiledinssiiaszsinanin e
nsazihwilsdeiesvesiedie Tnefueazdosdssnfiudnauduauiiviigsvnisds
pnvinneiuasdugiuiaveudldaglunmselinsziannm Tunsdifinuinenlsl
Fulumunmudnuaziams mhesvnisveanudvslifuinsannsauemaendindives

AEnzaNIrYee e Iaviaiu meldvedninvesdeya aednius walulad uaziona1seneds
WU 19181 Smdangssdeulugisaidnii
= - e o o & v o 1 a o a - @ o
ails Teyanmeunstundleddiluiissnne g4 v uludesfinudoyaiianiy iouSuuseld
A0AAGDINUUTUNLAYAIINADINTT




Auneuaz/M3oENanluATaly
5.4 gugavaesiudsusilesnlndnuneny viselleiinnisideuannnouinnue

6 LONAITOU)
6.1 Tunsal@ungiisugunuinni 2 U agdesdld winmaisnan1sanel Long term
stability muiguinidlungifousuiuans

AEnzaNIrYee e Iaviaiu meldvedninvesdeya aednius walulad uaziona1seneds
WU 19181 Smdangssdeulugisaidnii
= - e o o & v o 1 a o a - @ o
ails Teyanmeunstundleddiluiissnne g4 v uludesfinudoyaiianiy iouSuuseld
A0AAGDINUUTUNLAYAIINADINTT






