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Dianeal Low Calcium (2.5% mEg/L) with 2.5% Dextrose

solution for peritoneal dialysis, 5 L bag
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3.1 Finished product specification :

98 Test Iltems ~  Specifications
3.1.1 | USunausendidey
- Hydrous Dextrose 2.38 - 2.62%
- Chloride as Sodium Chloride 5.28 - 5.83 ¢/L
- Sodium Lactate 4.20 - 4.70 ¢/L
- Sodium 125 - 139 mEg/L
- Calcium Chloride, dihydrate 0.157 - 0.210 ¢/L
- Magnesium Chloride, hexahydrate | 0.041 - 0.061 ¢/L
3.1.2 | pH i 25 ssrwaLTya 4.0 - 6.5
3.1.3 | Sterility (Ine35 Parametric Release) mnmummﬁwﬂu Finished product specification
3.1.4 | Bacterial Endotoxin < 0.05 EU/mL
2.1.5 | Particulate matter (E]‘léﬂ’]ﬂ/m[_) m‘saﬁlmumuﬁwﬂu Finished product specification
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U8 Test lterns ‘ Specifications

- quA > 25 m NMT 3
3.1.6 | 5-Hydroxymethylfurfural (5-HMF) NMT 0.25 Abs
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specification

5.2 lunsdifewasiuUssmelne fuandesdidunameienidefuseanasgiumandng a
MENOIE ST SHARENTBINTENT 1A SUEY (GMP WiD GMP/PICs) lumnaeiiaueuie
AUAgANINTBUNINTINEDY TneinansiusesisTuiauosinuas fuidnen

Tunsdifidugtndrandisuseimne duaadosdidiuinmaemisdosuseannsgmns
NEREIANLIME NSNS ARlUN SHERB B SEIARHER V3B Certificate  of pharmaceutical
product  aUUa1EARNINTBUNITATIVEDY Tasiinanssusesiefuiiavesauariuindnen nsdl
suatuldldniunlvevientndnnge maﬂm‘umﬁmamwu,UaImaamuwm‘lmaﬂswmﬂiumﬂuu

5.3 AU NENELeNANIAMIENYILIANIZYSETLAUTIAN
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