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Sodium chloride e^^o

mg/©oo mL irrigation

solution ©oo mL bottle

(o.!%NSS Irrigation solution

©oo ml)

Sodium chloride ctoo

mg/ffloo mL irrigation

solution, © L bottle (o.ai%

NSS Irrigation solution
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mg/©oo mL solution for

injection infusion ©,ooo
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ml for injection)

Water solution for injection,

©o mL unit dose (Sterile

water for injection ©o.ml

nebule)

Sodium chloride c^^o

mg/©oo mL solution for

injection < mL unit dose
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.^t: Sodium chloride cioo mg/®oo mL irrigation solution, ® L bottle
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&/s/iio.t^.io •a^^j^H^ai^'unijn ^autipimia uasa^viriaHLn^fn^uvi'

Wii (Nebulization)

is.cn Water solution for injection, ®o mL unit dose

lo.cn.® tmil^ Diluent u,a Solvent anvifu

lo.s^ Sodium chloride g^oo mg/®oo mL solution for injection infusion ©,ooo mL bag

compatible druglo.is.is Imtl^ vehicle

io.©.io

lo.^.en Hi^|"u vehicle vilaai^^s^^na^nviTU compatible drug

is.te Sodium chloride ctoo mg/®oo mL solution for injection < mL unit dose

Is.® Sodium chloride b!oo mg/®oo mL solution for injection /infusion ®oo mL bag
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Water solution for infusion, <oo mL bag
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jFinished  product   specification  u^s drug

substance specification vian^a-5annm^f<lBwnTUQ'um^!^'3n<u vilaan-^a^aann In-house specification

mOsmol/L,

^<mianvi1a^avrafnim, ei^utli^natj,

©.si a^in

(Head space) liiijaanQi

seal(eiua.)

(Double protection cap)

®.m.en i^l<ufn^js^^u'utl^ (Closed system)
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©.is ebmh^nati tbsnam^^a sodium chloride ^oo mg

©.en.® iil^fn^ust^i^^^neiflnvfUrtai PVC (Non PVC) vtianenei^invi'UJijem DEHPah^
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©oo ml

©. Sodium chloride c^^o mg/©oo mL solution for injection/infusion, ©oo mL bag
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PIC/S   (Pharmaceutical Inspection Co

m.is.®

(declare)

i'^datj^nfu^i (via.is via.^ viej.s: Vila a.

vm.®/^.®    ^^

(finished product specification)

afiti (drug substance specification) n'^^ati'^sivi'ii^niii.'Ll^a'ui.i.'Ll^^anl^^u

.d^) ^ivi^a^ finished product specification ua^/vila drug substance specification
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drug substanceDrug substance specification

s^ drug substance

(waive)

Not matter than b.ooo particles/container

Not matter than boo particles/container

Not matter than o.< USP Endotoxin Unit/ml

Sterile

Not less than the nominal volume

<^c:.o-®o<.o % LA of sodium chloride

Not more than Is ppm

Not more than ®o ppm

Is. Assay :

en. Impurities

-Iron

-Heavy metals

s^. pH :

(. Particulate matter

Size > ®o pm

Size > bet: pm

to. Bacterial endotoxins

eri. Sterility test

^. Volume in container

.® Finished product specification

®. Identification test :Sodium and chloride : Meets the requirements



JJ
en.to©

Gn.GTI.Ii

^©

cn.cn)

il Ha^T©

en.to

tn^l

cn.cn.& wann^^'5'3a^iPi^<MPjni/nviw^wf(U<M<ua-3WN^w (Certification of  analysis  of
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til^ann^u biological products wa-am^ COA of Drug substance

Sterile water for injection isi^a-^S COA of drug substance**)
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PIC/S  (Pharmaceutical inspection Co-operation Scheme)I(^i?J
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