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

Cooperation) I^^awba^vu PIC/S participating authorities
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(declare)

- Drug substance specification ^an^cu^annTinifl^'iswja^w^^ drug substance

drug substance

b.© Finished product specification

b.©.© Identification test:Sodium and chloride : Meets the

requirements

b.a.b Assay :!(.o-©o(.o % L.A. of sodium chloride

b.©.en Impurities

-IronNot more than is ppm

-Heavy metalsNot more than ©o ppm

b.©.<&: pH :g^c&PgtI.o

b.@.( Particulate matter

Size > ©o pmNot matter than b.ooo particles/container

Size > bet: pmNot matter than boo particles/container

b.a.to Bacterial endotoxinsNot matter than o.< USP Endotoxin Unit/ml

b.©.eii Sterility testSterile

b.©.^ Volume in containerNot less than the nominal volume

rilh       (waive)
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Good Storage

ISO/IEC

cold chain system
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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

Sodium and chloride : Meets the

requirements

^!c.o-fflo<.o % L.A. of sodium chloride

Not more than b ppm

Not more than ©o ppm
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Is.® Finished product specification

Is.©.© Identification test:

ls.©.lo. Assay :

te.©.sn Impurities

-Iron

-Heavy metals

b.©.c^ pH :

b.ffl.tt Particulate matter

Size > ©o pm

Size > lo< pm

b.©.b Bacterial endotoxins

b.ffl.mi Sterility test

b.©.d Volume in container

Finished  product   specification  uas drug

ilIn-house specification

uasS^mwau 'not for injection' vilaiil'Ufn'bnlviEJ Hatra

substance specification

a^in

©,ooo ml

©.© Ttluuti

®.b ffamb^nau thsnaij<?h^ sodium chloride o.a!%

©.on fmrusin^^

. Sodium chloride ^^oo mg/aoo mL irrigation solution, © L bottle
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Sodium and chloride : Meets the

requirements

<^!<i:.o-©oc.o % L.A. of sodium chloride

Not more than is ppm

Not more than ©o ppm

s^ <-gtI.o

Not matter than b,ooo particles/container

Not matter than boo particles/container

Not matter than o.ct; USP Endotoxin Unit/ml

Sterile

Not less than the nominal volume
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Is.©.® Identification test:

is.®.ls Assay :

ls.©.n Impurities

-Iron

-Heavy metals

le.^.s^ pH :

ls.®.<: Particulate matter

Size > ®o pm

Size > bet; pm

b.©.b Bacterial endotoxins

b.®.GT) Sterility test

b.©.c^ Volume in container

VU vi1aai

Finished  product   specification  u^^ drug
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' not for injection '

substance specification
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mlmgsodium chloride
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b. Sodium chloride ^ioo mg/ooo mL irrigation solution, ©oo mL bottle
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