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(awa.) niu^viLi^a^^fuifmua^a'u6') uas^nan^S'wanawn seal

(Double protection

©.cn.cn itl'Uf^i'us^s'utjtl^ (Closed system)

wu n'5u^viaif3na^i^rn'5UviviEjn'5jj^viaipna^i'!<u1rn^i

©.© TUutiti iili?n^ras^'iEj<ib'ifl<vnfu^ia l^ l^iSfl

^mvn-3vtaa^iaa^^n

©.la aTUtli^nau iksnati^ha sodium chloride o.^^% luemas^natJianwii ©,ooo ml

©.en fnmj^tl'na

®.sn.® iilufnimstma'^ana^riviljJVH PVC (Non PVC) vtiavmna^inviUmem DEHP

Sodium chloride p!oo mg/©oo mL solution for injection infusion ©,ooo mL bag
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Cooperation)
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(declare)
ven.©.© I'Ufihp^^jmwu^d^^nTu^i (via.b via.cn yiej.g^ Vila a.fe

Vien.©.b l<u^niia5'uvii!ii!a'u via.©/a.®

Fnu^u^aifnviua^w^^iiTai^i^^'uvitiiila'u (finished product specification)

^a^^ (drug substance specification)
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drug substance- Dru substance specification

^'M drug substance

(waive)

Not less than the nominal volume

Sterile

Not matter than o. USP Endotoxin Unit/ml

Not matter than b,ooo particles/container

Not matter than boo particles/container

s^cSCol.o

Not more than h ppm

Not more than ©o ppm

<^.o-s)oc.o % L.A. of sodium chloride

Sodium and chloride : Meets the requirements

Volume in container:

Sterility test:

Bacterial endotoxins:

Particulate matter:

- Size > ©o pm

- Size > hSl pm

pH:

Impurities:

- Iron

- Heavy metals

Assay :

Identification test:
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drug substance) m^t^niiiw^^an^^^^-3i,?)tJ^haa'i-^W'ii)a^ww^iaiti^^ww^^!iT'^ci^'U (**vtuiaivi^:

iiltJ^nnem biological products ^fa^m^ COA of Drug substance

Sterile water for injection lii^ia^d COA of drug substance**)
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PIC/S (Pharmaceutical inspection Co-operation Scheme)

PIC/S participating authorities
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Not less than the nominal volume

Sterile

Not matter than o.<L USP Endotoxin Unit/ml
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Not more than lo ppm

metals Not more than ®o ppm

l(^.o-fflo(^.o % L.A. of sodium chloride

Sodium and chloride : Meets the requirements

Volume in container

Sterility test

Bacterial endotoxins

pH:

Impurities :

- Iron

- Heavy

Assay :

Identification test:
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. Sodium chloride ©too mg/©oo mL irrigation solution, © L bottle
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Not less than the nominal volume

Sterile

Not matter than o.< USP Endotoxin Unit/ml

s^dFnl.o

Not more than to ppm

Not more than ©o ppm

G^.o-^od^o % LA of sodium chloride

Sodium and chloride : Meets the requirements
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Volume in container

Sterility test

Bacterial endotoxins

pH:

Impurities :

- Iron

- Heavy metals

Assay :
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Not less than the nominal volume

Sterile

Not matter than o.te USP

Endotoxin Unit/ml
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Pink color
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Volume in container

Sterility test

Bacterial endotoxins

Particulate matter

Water conductivity :

Oxidiazble substances :
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