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AMANYULLANIZVBIY
Sodium Chloride 900 mg/100 ml solution for injection, 5 ml unit dose
(GPU 521322)
1. Tew1 Sodium Chloride 900 mg/100 ml solution for Injection, 5 ml unit dose
2. AuantAnaly
2.1 5Uuuy Wuansazaneusmnnide dmiuin la liid
2.2d@mUsgnou w100 ml Usznausiedaen Sodium Chloride 900 meg
2.3 YUINUTIY 5 ml unit dose
24 0wurussy - Ussqlunvurdmiuusngendausenide
- ussfaedunivuzwanainailn LDPE (Low Density Polyethylene)
- thannsaanUanduAuld nsdifliveonaynidin
- noulaldauussyinsiansaimwazoinliiabia 360 aem
2.5 aa1n - syyTen dhusznauiedfyuazauuse Tunan *?u??umsg WAuTinGR
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(Y]

- vuMTUEUTIYIegeieefasssyTosmTeteniainisin dausznausendidty
uazALLSs TuAueny uaziaviinan
3. anududAnIwwalla
Han13ns93tasgiAua wilulunia Finished product specification Wag Drug substance
specification #1§1489anLad¥FFUaTUEITY FeldannsiToudonmEnNTTNNITOMITHAZEN NTENTIS
a515AY Yol ndysi3unligrdaieaduatuiiiisuvimdelniniwnsguaduiiulamiunils s
UsymANSENS @51y 1309 seysduen @Uuil 2) na. 2562 astudl 3 N3NQIAN 2562 (aeUsenalugy
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Finished product specification :

) Test Items Specification
1 Identification Meet the requirements
2 Assay 95.0 - 105.0% of the labeled amount of
sodium chloride

pH 45-7.0
a Particulate matter Small volume (100 ml or less)

- Particle size > 10 um Not more than 6,000 particles/container

- Particle size > 25 um Not more than 600 particles/container
5 Bacterial Endotoxins Not more than 0.5 USP EU/ml
6 Sterility Meet the requirements

........... 7o e ot o
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U9 Test Items Specification
Impurities
- Iron Not more than 2 ppm
- Heavy metals Not more than 10 ppm (0.001%) based on

sodium chloride content
8 Visible particulates in injection Free from visible particulates
9 Container content for injection Not less than nominal volume
NUYLNR
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