
リン酸ナトリウムおよひリン酸カリ
ウム配合注射剤中のリン酸塩
 

IC assay method validations performed according to USP

Application Note AN-S-398

[1]()

(IC)  [2-3] Metrosep A Supp 17  (USP)  [4]     (MSM) 

  A  17 - 150/4.0 

24 g  14.2 g  100 mL 22.4g23.6g100mL

 (1250 )0.23 mg/mL 

 0.230 mg/mL 
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 (1) USP  (1)

  A  17 - 150/4.0  L91  ()  ( 2)

Figure 1  IC  930 Compact IC Flex ()  919 IC   () 

 ( 2) IC USP General Chapter <621>

Chromatography [4] 98 ~ 99%  6  ( 1.59  1.60)

(<0.3% RSD  2)

Figure 2 0.226 mg/mL  ( 98%)

1. USPIC[2]  «» [3]

L91  A  17 - 150/4.0

40mmol/L

1.0mL/

30°C

10L
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 L91  Metrosep A Supp 17  IC USP 

 2. 

 ()  NMT 2.0 1.59–1.60

5  NMT 2.0% 0.2–0.3%

 CoA  95.0 ~ 105.0% 98–99%

[ 1 ]  S o d i u m  P h o s p h a t e s  I n j e c t i o n  U S P .

ht tps: / /da i lymed.n lm.n ih.gov/dai lymed/ fda/ f

daDrugXsl.cfm?setid=e6169d3b-39d2-47f9- 8d5b-

b 5 3 e c 0 6 9 a 7 2 2 & t y p e = d i s p l a y  ( a c c e s s e d

2022-07-15).

[2] Sodium Phosphates Compounded Injection.

https://doi.org/10.31003/USPNF_M10964_06_01.

[3] Potassium Phosphates Compounded Injection.

https://doi.org/10.31003/USPNF_M10962_05_01.

[ 4 ] 6 2 1 C h r o m a t o g r a p h y .

https://doi.org/10.31003/USPNF_M99380_01_01.

Internal references: AW IC AE6-0121-092021; AW IC AE6-0122-092020
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930 Compact IC Flex Oven/SeS/PP/Deg
930  IC Flex Oven/SeS/PP/Deg IC

:

- 

919 IC Autosampler plus
919 IC

IC Conductivity Detector
IC DSP (Digital Signal Processing) ()
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