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Dianeal Low Calcium (2.5 % mEg/L) with 1.5 % Dextrose
solution for peritoneal dialysis, 2 L bag (GPU : 796220)
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3.1 Finished product specification :

da | Testhems © Specifications
3.1.1 | Uinasendrengy

- Hydrous Dextrose 1.40 - 1.60 %

- Chloride as Sodium Chioride 5.28 ~ 5,83 ¢/l.

- Sodium Lactate 4.20 - 4.70 ¢/L

- Sodium 125 - 139 mEg/L
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Dianeal Low Calcium {2.5 % mEg/L) with 1.5 % Dextrose solution for peritoneal dialysis, 25 bag
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#o | Testitems . | . Specifications
- Calcium Chloride, dihydrate 0.157 - 0.210 ¢/L
- Magnesium Chioride, hexahydrate | 0.041 - 0.061 ¢/L

3.1.2 | pH 7 25 ssAwaldya 4.0 - 6.5

3.1.3 | Sterility (lpei3 Parametric Release) m‘i'flﬁw\immuﬁsxqﬂlu Finished product specification

3.1.4 | Bacterial Endotoxin < 0.05 EU/mL

3.1.5 | Particulate matter (au‘ﬂ}ﬂ/mL) Gli’.mw"%ummﬁizq‘lu Finished product specification
- YUIA = 10 Lbm NMT 25

- YU > 25 Hlm NMT 3
3.1.6 | 5 -HMF NMT 0.25 Abs

WUE9) - nstifaanzdeusudanmaiiu (waive) mingrsaouiiesvideln Tituuans
wnasdngsnamildduewiinnseansidouse

- Drug substance specification ﬁﬁ;’]'ﬁﬂdﬂl@ﬂi’}%ﬁ%ﬁﬁﬂdﬁﬂ drug substance
yialuiisesd drug substance vesuAngdfaguatiulnatiunil Inefimansanieneiasun
vhdeifiun
4, N13NTIVHIUASININ

a ¢ . . . - =
HEN1IATITUATISRAMUATARIN Raw material specification NaavsiUey

5. faulydusy
5.1 dunmdsienansmsldiueygatunsiouiiueiiod el
Uszialne wazdun (declare) WAaNaR
5.1 1 ludrdnstunaoumiive me.2 ne.3 1.4 wdusnd)
5.1.1.1 Tunsdiuindnlulssmaing (neis ve.2)
5.1.1.2 Tunsahfugninduitenauisussg (nmnefis ne.3)
5.1.1.3 TunsahJusndndansraussme (vuneta ne.4)
5.1.2 Tudwesunzdeus ve.1 veswiEussa weuneandeatens
AuAuAMaYBERS A iTunzidoul] (Finished product  specification)  uazdaimua

ar = N . . ql-:i 1 ¥ d! q‘ = ar
A aasinghu (Raw material specification) nfiiegseninnisivdeuudamitufuniuazdos

ﬂmn‘i'iun"l'iﬁmummé’nwmsmww

mmﬂizﬁﬁu 2, aﬂ%ﬂhg\\:&’?(\&ﬂ‘ﬁnm‘i 3 ﬁ&%anuc}f&jﬂﬁl}ﬂﬁ

mgmnyawn Weuselsneg (wwanaa sa1ine) (ueeanInuaYe f3sanT)

1. aﬁa.....

ﬂmé’nwmmamwﬂmm

Dianeal Low Caldium {2.5 % mEg/L) with 1.5 % Dextrose solution for peritoneal dialysis, 2L bag
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Dianeal Low Calcium (2.5 % mEag/L) with 1.5 %6 Dextrose solution for peritoneal dialysis, 2L bag
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Dianeal Low Calcium (2.5 % mEq/L} with 1.5 % Dextrose solution for peritoneal dialysis, 2L bag




