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Calcium Polystyrene Sulfonate 5 gm Powder
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-BP 2013

Japanese Phanna’cop@eié 16 edition

1. USinmaasndag

- 6.5% W/W - 9.5% W/W of Calcium

(Calculated on the dried substance)

- 7.0% W/W - 9.0% W/W of Calcium

(Calculated on the dried substance)

2. Potassium exchange

capacity

- Each g exchanges 1.3 mEq - 2.0 mEq
of Potassium

(Calculated on the dried substance)

- Each g exchanges with 53 - 71 mg
of Potassium

(Calculated on the dried substance)

3. Identification AT ATV
4. Uniformity of weight ATIVN AT
5. Loss on drying NMT 8.0% NMT 10.0%
6. Minimumfill AN ATIVHIW

nanswa 1. ndudnsuilgdedidanduatiufifisuwinndelnini nuﬁ'l,&itﬁﬂnl.vhuﬁiLﬂu'lﬂmuﬂ's:n'mns:'nnqmmsmqw

P wd o aa
b8V 5314‘31’17’10'\ 1v\wnuqaﬂwuw 2INHUSNTIUNTUIENINITIANEN

G a v oov oA a o @ Y- X a . a
2. HANTINARDU UFUUANWLNAUA faededinnnsadiiuatidnny ‘Hﬂlﬂ’\lﬂ‘ﬂﬂ‘ﬂﬂ%ﬂBﬁ’]uﬂﬂuﬂmﬂﬁun'ﬁ

2IMTIURCEN NINTHRIDTUFY

(WNEMIBIAIN P NN)

B \\\.\
(AR5 12 RO, ST PR nITANIT

(WRENMINTT MyIniani)

N3NNI

(w93l Yasn)

wirlmunii_gafia24i2s58



4 “
onludw

° ) 2o & = o & { o . s e
1.ﬁ'\Lu’lﬂ']Wﬂ"lUlﬂﬂm?ﬂ’ﬁvl.ﬂiua‘léfy'\@muﬂzluE.I%@I'\TUE]’ILﬁﬂil’\“u’\ﬂluﬂﬁ:l.ﬂﬂ‘lﬂﬂ URSRULA (declare) UWARIHAN

o & & a o e v &
11 1umamn1wumwuumsum (N8.2 1813 Ned LRIUANTI)

1.1.1 lunsdindueindaludszaindlng wineds ne.2

1.1.2 Tunsdifdugiugd e mIutiiusg naofs ne.3

1.1.3 luns@fidusnindranneilssne nanefls o4

° & 1 v
1.2 ludwadunzidauen ne.1 %30 8.1 VasELNALEUITIN ws”auﬁna:l.ﬁUﬂmﬁanﬁmuquqmwwmaa

o o P4 . . . o ' i s a
waanustauntunziiowld (finished product specification) nstﬁnagszwmmstﬂﬁuuuﬂamﬁ"lmquwm

araIuuLIana I LIANEnemMsuautly (2.5) uawdaa finished product specification Uaz/M3a Drug

substance specification

2. (ANATIUIAINATPIUNTINAALN
2.1 nsmnmaaaluszamalng ;Jwamﬁaaﬁﬁ'u,mmwrhwﬁ'ﬁaﬁ'usaammgmmwﬁmmmwﬁ'mnnwf

FFMINAIUNIHAALNVBINTNTVANTITUTY (GMP %38 GMP/PICs) lwnaneeniiauesy

2.2 nsdimiugingronasana fuiadasfidmmuieniofesusaunasgumIKiamau

wanunmaTI MG lumsnaauvaslszinarnda wia Certificate of pharmaceutical products
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- 6.5% W/W - 9.5% W/W of Calcium

(Calculated on the dried substance)

- 7.0% WW - 9.0% W/W of Calcium

(Calculated on the dried substance)

2. Potassium exchange capacity

- Each g exchanges 1.3 mEq - 2.0 mEq of
Potassium

(Calculated on the dried substance)

- Each g exchanges with 53 - 71 mg of
Potassium

(Calculated on the dried substance)

3. Identification A% AW

4. Particle size NMT 1% W/W -

5. Potassium NMT 0.1% (61”’:11’55‘ Atomic emission -
spectrophotometry)

6. Sodium NMT 0.1% (@835 Atomic emission NMT 1% (#2877 Atomic absorption
spectrophotometry) spectrophotometry)

7. Arsenic NMT 1 ppm NMT 2 ppm

8. Heavy metals NMT 10 ppm NMT 10 ppm

9. Styrene NMT 1 ppm NMT 5%

10. Loss on drying NMT 8.0% , NMT 10.0%

11. Ammonium ; Vil NMT 5 ppm

12. Microparticles - / / / NMT 0.1%
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AnaNiang e . BP 2013 : Japanese Pharmacoposia 16 edition
11. Microbial contamination AT -
2
(Enterobacteria and other gram (number of bacteria per gram <10°)
negative bacteria)
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1 = General requirement 2aILNFTATUFINTY Finished product ;sliJLnJll Oral powder
2 = British Pharmacopoeia 2013

3 = Japanese Pharmacopeia 16 edition

U P UAENIINNNT

NITINTT

(WwiTi YaT9Y) WHIMIRTT myawia)

W3 umiﬁ1_1§m"‘|A2412558




