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3.1 Finish product specification

(2

Test Item

BP 2013

Japanese Pharmacopoeia 17 edition

1. USanaudaendnagy

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

(Calculated on the dried substance)

- 7.0% WIW - 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)

3.2 Drug substance specification : Calcium polystyrene sulfonate

3. Identification NI ATININ

4. Uniformity of weight AN ATITHU

5. Loss on drying NMT 8.0% NMT 10.0%

6. Minimun fill AIITHI ATV
(1.42)

Test Item

BP 2013

Japanese Pharmacopoeia 17 edition

1. YSanudaendny

- 6.5% WIW - 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 st}bstance)

- Each g exchanges with 53 - 71 mg of

Potassium (Calculated on the dried substance)
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3.2 Drug substance specification : Calcium polystyrene sulfonate "**

Test item BP 2013 Japanese Pharmacopoeia 17 edition

3. Identification ATIINIU ATIWU

4. Particle size NMT 1% W/w -

5. Potassium NMT 0.1% (#2835 Atomic emission -
spectrophotometry)

6. Sodium NMT 0.1% (#1835 Atomic emission NMT 1% (si2e3F 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 - NMT 5 ppm

12. Microparticles - NMT 0.1%

13. Microbial contamination ATIIN -

(Enterobacteria and other gram (number of bacteria per gram <102)

negative bacteria)
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ﬁzln'ﬁﬁ 2 lopamidol sterile solution 612.4 mg/mL (300 mg lodine), 100 mL
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1. 3aen lopamidol sterile solution 612.4 mg/mL (300 mg lodine), 100 mL

2. amasianaly

2.1 luuy Dusmsazapdsnennide dwiuda

2.2 dawsznay w1 mL Usznaudiu@aen lopamidol 612.4 mg (300 mg lodine) LLa:’Lugmﬁﬁ'uﬁmsﬁ
1% suitable buffers Waz Edetate Calcium Disodium (Lﬁu Stabilizer) Usummdndooidu
fautlsznay
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3.1 Finish product specification“"m
Test item USP 38 BP 2013
1. USanudaendaty 95.0 - 105.0% of the L.A. of lopamidol 95.0 - 105.0% of the L.A. of lopamidol
2. Identification AT ATIINN
3. Bacterial endotoxins NMT 0.6 USP EU/mg of iodine NMT 0.7 |U per mL
4. pH 65-75 6.5-7.5
5. Particulate matter ATIIHH ATIN
- OUNATWIA 2 10 um
lsiifin 6,000 oymn
- BUNATUIR > 25 um
aiifin 600 aunn
6. Free aromatic amines NMT 0.05% NMT 500 ppm
7. Free iodine ATV ATITNIN
8. Limit of free iodide NMT 0.04 mg of iodide/mL NMT 40 ppm
9. Sterility ATIVHIH ATITNU
(ad%a) ................................................................... UremuauenIsums
) (WBENBWT AFITTOANA)
(aa%a) .................. @ ..................... nIsuNs (ao’?}a) ................... \?‘\ .................... nIsuMs
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3.1 Finish product specification“"(z’ (Gl'a)
Test Item usP 38 BP2013

10. Volume in container ATITHIN ATITHIN

11. Related substances - - Impurity H or | : NMT 0.5%
- the area of any other secondary peak : NMT
0.1%
- the sum of the areas of any secondary peaks
other than impurities H and |
: NMT 0.2%

3.2 Drug substance specification : lopamidol ma

Test ltem USP 38

_BP 2013

1. USnmdrendag 98.0 - 101.0% of lopamidol

(calculated on the dried basis)

98.5 - 101.0% of lopamidol

(calculated on the dried substance)

2. Identification ATIVHIU AT

3. Appearance of solution - Clear and colourless
4. Acidity or alkalinity - ATIIHN

5. Specific rotation -4.6° to -5.2° -4.6° to -5.2° (Dried substance)
6. Loss on drying NMT 0.5% NMT 0.5%

7. Residue on ignition NMT 0.1% -
8. Sulfated ash - NMT 0.1%

9, Bacterial endotoxins - Less than 1.4 IU/g
10. Free aromatic amines NMT 0.02% NMT 200 ppm

11. Free iodine ATIIU NMT 10 ppm

12. Limit of free lodide NMT 0.001% NMT 10 ppm

13. Free acid or alkali ATIVEH -
14. Heavy metals NMT 0.001% NMT 10 ppm

15. Related compounds By liquid chromatography

- Monocarboxylic acid : NMT 0.1%

- lopamidol related compound B : NMT 0.1%
- lopamidol related compound C and 2-
chloro derivative : NMT 0.5%

- 2,3-Dihydroxypropyl isomer : NMT 0.1%
- Diiodo derivative : NMT 0.1%

By liguid chromatography

- Sum of impurities H and [ : NMT 0.5%
- Impurities A, B, C, D, E, F, G, J, K

: for each impurity, NMT 0.1%

- Any other impurity : for each Impurity,
NMT 0.1%

- Sum of impurities other than H and |

- Any other individual impurity : for each : NMT 0.2%
Impurity, NMT 0.1%
-Total impurities, other than iopamidol
related compound C and 2-chloro-
derivative : NMT 0.2%
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