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a.@. Finished product specification: Sterile water for irrigation

D) Test Specifications (USP&a)

® | Oxidizable substances The pink color does not completely disappear.
b | Total organic carbon (TOC)

* Apparatus requirements
« Reagent water Not more than c.ec meg/L. {o.@o ppm) of carbon

. » Yresponse efficiency
Not more than o.&o meg/L of TOC

s&-aad% of the system

Water conductivity Not more than & JS/cm
Sterility test mws&"lumuﬁ‘ixﬂu Finished product specification
& | Bacterial endotoxin Less than cle& USP endotoxin Units/ml
A0 e I g5 A0 ﬂ aﬁ?ﬂ‘g ..... ATTNNTT TD S NIIUNTS

(wean sy naved) (wsadeaind Insndu) (WgAng wrinansy)



VW

o. nydlfiaanzifoundsniaiu (waive) nsesraaeuinsizisienisla I uuaraanansudngiu
fanamflsFuaniase

. Drug substance specification #1503 niuiiessvuasnds drug substance wisluimie
drug substance wpaiuAngdLTagd atuleatuwils ddimseraliemeinrunndeiismun

an. ﬂ‘izﬁﬁmﬂ‘i’mgiu Pharmacopoeia ‘ﬁg\‘l Finished product wez Drug substance NANITRNS79
Ansgsianinmedoadiuly

M4 Finished product specification Wag Drug substance specification ig1984a nLn&5615Y
adudieatu Seldaave ousedinnunmensiunisenmsuazen NFEVSANEETINEY nItlnnaudEnig
wailavesswmiergiuresiauenmethinsmmiismeiuiadizne vy Sudanduiiuatuii
visalminiilsemeuaUsznialitiutunpefdavesrmenssunsusemasnaddnmse dnd

a.lw. Finished product specification: Water for injection
{8 Test Specifications (USPaa)
@ | Total organic carbon (TQC) ﬁliwﬂi’mmmﬁiw_ﬂu Finished product specification
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m | Bacterial endctoxin Less than oled USP endotoxin Units/mL
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