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2. Usgnaunig sodium chloride ... % ,potassium chloride ............... %,calcium chloride
(dihydrate) ............... %, magnesium chloride (hexahydrate) ................ %, sodium acetate
(trihydrate) ............... %,sodiumycitrate(dihydrate) ............... % lua15aLaIgUSUINT. ... ml
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1. Identification maﬁw\immuﬁizﬂu finished product specification

2. Ysunusnendengy 90.00— 110.0 % labeled amount of Sodium
90:0,— 110.0 % labeled amount of Potassium
90.0 - 110.0 % labeled amount of Calcium
87.0 - 113.0 % labeled amount of Magnesium
90.0 — 110.0 % labeled amount of Chloride
90.0 - 110.0 % labeled amount of Acetate
90.0 - 110.0 % labeled amount of Citrate

3. pH 50-82

4. Particulate matter Y119 = 10Um Liin 25 aunia/ml
Y9 2= 251um Wiy 3 9yn1a/ ml

5. Sterility test ATIU

6. Pyrogen test ATIVU

7. Bacterial endotoxins 13itAiu 0.5 endotoxin unit/ml
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gAMANINaSTISNSTIRLUNSHAR VB SUSEINARKAR Wie Gertificate of pharmaceutical

products

3. AMININENBLENAN TN YL TLAUDTIAT
3.1 NANIATIVAATIEVAUNNNERANTVRNER (Certification of analysis) Tugngufl
dududiogng

3.2 HANNIATIVAT VRN IR AU(Raw material) vesmedAgnldlunsuaneniu

q
[ a

Ndulumeg1aiaveNanIwasNan Ing v
4. F9gn38N
4.1 {lauesAIRetaieg 198108 Tee ....... i usIYiel Fududuwnunans

swazdenlaasuiumuiimualuiite Auaudimly e

5. msUsziuganmeTIdwey

5.1 e1gveseniidsouseshitiosndi ... (Fow T ududnsdl) fuaniudseu

5.2 gnaafidueu awdesddiunamangluiusessanInsalinseviensuiidaey
vouuanuas luinsesiingauvesnaningvildudneuiidsey

5.3 lunsdlivithesvmsvhnsduinesvefidmeuiiiedinsaiiaszsinanin e

Adnyzanzvesswvanil daviau melddedninvesdeya aednus malulad uaziona13eneds
Wy 3181 Smdangssdevlugisiandnia
= v = ! e @ A v o & v o A a - @ v
il Yoyanmeunslundleddidufissuins g4 v uludesfinuidoyaianiy iousuusdld
APAARBINULTUNHATAIUABINTT




msazihwilsdeiesvefegin Tnfueazdosdsonfiudnamsuauiiviesvnisds
anviezikasduiuiaveudldielumannsinszigunm Tunsdliinuineliduly
muRdNYUzIRINE MheTenmsveanudvlifufinsannsiauenmeifinanvesiue
way/videruanluaduioly

5.4 fanpazdesiuasusidenlndvuneny vieidleiAansidouanmieufivun

6 LONAITOU)
6.1 Tunsal@ungiisuguuinni 2 U agdesdld winmaisnan1sdnyl Long term
stability muiguiuidlungifousuiuans

Adnyzanzvesswvanil daviau melddedninvesdeya aednus malulad uaziona13eneds
Wy 3181 Smdangssdevlugisiandnia
= v = ! e @ A v o & v o A a - @ v
il Yoyanmeunslundleddidufissuins g4 v uludesfinuidoyaianiy iousuusdld
APAARBINULTUNHATAIUABINTT






