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1. Baen Calcium polystyrene sulfonate 5 gm powder
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3.1 Finish product specification'"**
Test ltem BP 2013 Japanese Pharmacopoeia 16 edition
1. YSnmdaedary - 6.5% W/W - 9.5% W/W of Calcium - 7.0% WIW - 9.0% W/W of Calcium
(Calculated on the dried substance) (Calculated on the dried substance)
2. Potassium exchange capacity | - Each g exchanges 1.3 mEq - 2.0 mEq of - Each g exchanges with 53 - 71 mg of
Potassium (Calculated on the dried substance) | Potassium (Calculated on the dried substance)
3. Identification NTITHIN Rkl gl
4. Uniformity of weight HIITHU ATV
5. Loss on drying NMT 8.0% NMT 10.0%
6. Minimun fill AT ATITHIN
3.2 Drug substance specification : Calcium polystyrene sulfonate®®
Test ltem BP 2013 Japanese Pharmacopoeia 16 edition
1. WSnadandany - 6.5% W/W - 9.5% W/W of Calcium - 7.0% W/W - 9.0% WIW of Calcium
(Calculated on the dried substance) (Calculated on the dried substance)
2. Potassium exchange capacity | - Each g exchanges 1.3 mEq - 2.0 mEq of - Each g exchanges with 53 - 71 mg of

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

(2)(3)

Test ltem BP 2013 Japanese Pharmacopoeia 16 edition

3. Identification AT AN

4. Particle size NMT 1% WIW -

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

6. Sodium NMT 0.1% (#1873% Atomic emission NMT 1% (62835 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 ATV -

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

negative bacteria)
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598n15N 2 Dextrose 5% in sterile water injection 50 mL
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1.3asn  Dextrose 5% in sterile water injection 50 mL
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3.1 Finish product specificationm

Test ltem

USP 38

1. YSunmarsndagy

95.0 — 105.0% of the L.A. of Dextrose (CoH;,0.H,0)

2. ldentification

AU

3. Bacterial endotoxins

NMT 10.0 USP Endotoxin Units / g

4. pH 32-65

5. Particulate matter ATIINN

- BUNNATUG 210 pm Yaiifin 6,000813m'm/container

- AUMATUIGN = 25 pm 1aiuiin 600 ayna/container

6. Heavy metals AT

7. Limit of 5-hydroxymethylfurfural and related NMT 0.25
substances

8. Sterility AT

9. Volume in container ATIHB s
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3.2 Drug substance specification : Dextrose (CGHﬂOe.HzO)m

Test Iitem UsP 38
1. ldentification test AU
2. Color of solution Clear
3. Specific rotation +52.6° to +53.2°
4. Acidity AT
5. Water - Hydrous form : 7.5% and 9.5%
- Anhydrous form : NMT 0.5%
6. Residue on ignition NMT 0.1%
7. Chloride NMT 0.018%
8. Sulfate NMT 0.025%
9. Arsenic NMT 1 ug/g
10. Heavy metal NMT 5 pg/g
11. Dextrin ATV
12. Soluble starch, sulfites AU
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1. 3@  lodixanol 320 mg iodine/mL, 50 mL injection
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3.1 Finish product specification“

)

Test item

USP 38

1. USanmarzndagy

95.0 - 105.0% of the L.A. of lodixanol

2. ldentification test

AT

3. pH

68-77

4. Bacterial endotoxins

NMT 0.2 USP Endotoxin Uit / 50 mg of iodine

5. Osmolarity 270 - 310 mOsmol / kg
6. Particulate matter ATIINIH
-9u@ = 10 pm laiLin 6,000/container
-9u1a > 25 pm lailfiu 600/container
7. Volume in container HIHIN
8. Free iodide NMT 0.02%
9. Sterility ATIVHIN
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3.1 Finish product speciﬁcation‘"

Test ltem USP 38

10. Impurities Procedure 1

- lohexol related compound A : NMT 0.2%

- lohexol related compound C : NMT 0.4%

- lohexol related compound F : NMT 0.2%

- lohexol related compound G : NMT 0.2%

- lohexol : NMT 0.6%

- Overalkylated related compounds : NMT 1.0%

- Any individual unspecified related compound : NMT 0.2%
- Total unspecified related compounds : NMT 0.5%
- Total impurities : NMT 1.5%

Procedure 2

- lohexol related compound E : NMT 0.3%

- lohexol related compound H : NMT 0.6%

3.2 Drug substance specification : lodixanol "

Test Item USP 38
1. YSunmdrendnmy 98.6 - 101.0% of lodixanol (anhydrous basis)
2. Identification AT
3. Spegific rotation -0.5° i3 +0.5°
4. Microbial enumeration tests/specified microorganisms NMT 100 cfu/g
5. Water NMT 4.0%
6. Heavy metals NMT 0.001%
7. Limit of free aromatic amine NMT 0.05%
8. Limit of free lodine NMT 10 mcg of iodine/g
9 Limit of lonic compounds NMT 0.02%, as NaCl
10. Limit of Calcium NMT 5 mcg/g

11. Limit of Methanol, isopropyl alcohol, and methoxyethanol For each : NMT 50 meg/g

12. Impurities Test 1

- lohexol related compound B : NMT 0.2%

- lohexol related compound C : NMT 0.4%

- lohexol related compound F : NMT 0.2%

- lohexol related compound G : NMT 0.2%

- lohexol : NMT 0.6%

- Overalkylated related compounds : NMT 1.0%
- Any invidual unspecified related compound : NMT 0.2%
- Total unspecified related compounds : NMT 0.5%
- Total impurities : NMT 1.5%

Test2

- lohexol related compound E : NMT 0.3%
- loheyetrelated compound H : NMT 0.6%

)
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591N 4 lopromide Sterile Solution 370 mg/mL as lodine Injection, 100 mL
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1. ﬁlam lopromide Sterile Solution 370 mg/mL as lodine Injection, 100 mL

2. amaniianaly
2.1 3uuy lussazanslnaannida dwsuda
2.2 d@mmlsznou
- Usznaudaneaen lopromide 768.86 mg/mL (wvinriu'laladiu 370 mg/mL) U3unas 100 mL
- 8798 suitable buffers waz Edetate Calcium Disodium (1w Stabilizer) USanoudniesidugamsznayle”
- aa413d Antimicrobial agents udaudsznay’
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3.1 Finish product specificationm

Test ltem usP 38
1. Ynmarndny 94.0 - 105.0% of the L.A. of lopromide
2. Identification AU
3. Bacterial endotoxins NMT 1.25 USP EU/mL
4. pH 6.5-8.0
5. Free iodine ATIIH U
6. Limit of free iodide NMT 80 mcg of iodide/g of iopromide
7. Limit of free aromatic amine NMT 0.2%
8. Limit of N-acetyl compound NMT 1.5%
(lopromide related compound B)
9. Ordinary impurities NMT 3.0%
10. Sterility AN
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3.1 Finish product specification“) (rr‘ia)

Test item USP 38
11. Particulate matter AN
- 239 = 10 um iLA% 6,000/container
-9 2 25 pm WiLAK 600/container
12. Isomer distribution - E1-isomer : 8.0% - 12.0%
- E2-isomer : 9.0% - 14.0%
- Z1-isomer : 32.0% - 40.0%
- Z2-isomer : 38.0 - 46.0%
13. Volume in container AT
3.2 Drug substance specification : lopromide""’
Test ltem USP 38
1. WS maaedasy 97.0 - 102.5% of the L.A. of lopromide (anhydrous and solvent-free basis)
2. Identification ATIINIW
3. Water NMT 1.5%
4. Residue on ignition NMT 0.1%
5. Heavy metals NMT 0.002%
6. Free iodine ATV
7. Limit of free iodide NMT 0.002%
8. Limit of free aromatic amine NMT 0.1%
9. Limit of alcohol NMT 0.4%
10. Limit of N-acetyl compound NMT 1.5%
(lopromide related compound B)
11. Ordinary impurities NMT 3.0%

12. Isomer distribution

- E1-and Z1-isomer : 40.0% - 51.0%
- E2-and Z2-isomer : 49.0% - 60.0%
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1. Baen 0.9% W/V Sodium chloride injection 50 mL

2. anvasnianaly
x i . s a_ .

2.1 yuuny Wusnsazanadsanne la W dwsviadnsaaiteam

22 sutlszney  1sznaudiudann Sodium chloride 0.9% WV TulSu1@5 50 mL/MIUzUsey

2.3 MTULUIN Ussaﬂum’nu:ussgmﬁ@ﬂﬂm%au,uuwmaan gmiulgatafien wadfnednsy
miqml,ﬁ‘uazhaﬁaﬂ 110 mL

2.4 281N uumi-’gﬁmﬁua:mmwumﬁﬁud’am szq%‘am fUUTNaUAILNEINTY WATANUTI
Tunian mOsmol/L JuKaa Tunuaaigy wahnaauaztaunzdoudsunlistedaau

3. AmdANIGNINAKA

Namim’m"?mﬂ:ﬁ@]mmwLﬂuvl,ﬂmu Finished product specification L&z Drug substance specification
fgaBinnundrdnTaTLE s dsldaeansdoudedinnuamenIsamsamILazn NIENTNIITITUFY
wilindrdnsuilssreddenduatufifinurinnielniniunaspundadiiuladifunils aayszma
NIENTNNTITUFY Go9 FLUMITIEN W.7.2556 89TUA 11 LUBNEU W.61.2556 (aaﬂs:ﬂ'm'luﬁmﬁamgmnmfuﬁ
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3.1 Finish product specification”"”

Test Item USP 38 BP 2013
1. YSunmepnsay 95.0 - 105.0% of the LA. of NaCl 95.0 - 105.0% of the LA. of NaCl
2. Identification test ATV ATIIHIU
3. Bacterial endotoxins NMT 0.5 USP EU/mL NMT 0.25 IU/mbL
4. pH 45-7.0 ATIAHIU
5. Particulate matter ATIININ AT

-gwe > 10 Um - JlaiAn
6,000 aumea/mi
~awa > 25 Um § i
600 ayna/mL

6. Iron NMT 2 ppm -
7. Heavy metals NMT 10 ppm -
8. Sterility AIITHIU ATIINIU
9. Volume in container ATIW ATINU

LG 12) YOO Usemuamenssums
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3.2 Drug substance specification

. . 1),(2,
: Sodium chloride™?

Test item USP 38 BP 2013

1. ﬂ?mmﬁ"amé‘\ﬁiy 99.0 - 105.0% of NaCl calculated on | 99.0 - 105.0% of NaCl calculated on
dried basis dried basis

2. |dentification ATIVEU ATV

3. Appearance of solution Clear and colorless Clear and colorless

4. Acidity or alkalinity FTIINN AT

5. Bromides NMT 100 ppm NMT 100 ppm

6. Ferrocyanides ATIU AT

7. lodides AT AU

8. Nitrites NMT 0.01 ATIVHY

9. Phosphates NMT 25 ppm NMT 25 ppm

10. Sulphates NMT 200 ppm NMT 200 ppm

11. Aluminium NMT 0.2 ppm NMT 0.2 ppm

12. Arsenic NMT 1 ppm NMT 1 ppm

13. Barium ATIHI ATIVIU

14. lron NMT 2 ppm NMT 2 ppm

15. Magnesium and alkaline-earth metals | NMT 100 ppm NMT 100 ppm

16. Heavy metals NMT 5 ppm NMT 5 ppm

17. Loss on drying NMT 0.5% NMT 0.5 %

18. Bacterial endotoxins NMT 0.5 USP EU/mL Less than 5 1U/g

19. Potassium NMT 500 ppm NMT 500 ppm
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5780151 6 0.9% W/V Sodium chloride injection 5 mL
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1. Bown 0.9% WI/V Sodium chloride injection 5 mL

2. amsaatianaly
2.1 uluuy Wusnsazawlrennide s Ligs
2.2 saudsznay  Usznausieaasn Sodium chloride 0.9% WV ludSanas 5 mMUMTUZUT
2.3 MTULUIN ussqluﬂ'mu:ussfgmﬁ@ﬂsnm%aLLuuwmaane?m%uWﬂ{nﬁm
2.4 28N uums’«gﬁ'm‘ﬁuazm’nu:msgﬁé’wi’am s:q%am futhiznauaINfINTY LA
TWHAA TWnuang wefnaauazisnsdsudiven e etaan

3. amaniAN1IMARA

Namimw’?mﬁ:ﬁqmmwLﬂu‘lﬂmu Finished product specification was Drug substance specification ‘ﬁ
Frsfsmnminddnsuatuiioniu Soldaanzfoudegineua senssunisamisuazen NITNTNITIIUFY
nafngrdrsuilesedsdenduativfidsurimislndinianaspundadisuladsunils anadsznne
NITNTNETIINGY 509 2N W.A.2556 8UTUA 11 LUBEU W.1.2556 (aoﬂsxmﬁluﬂ‘zjﬁamqmnm'j"wﬁ'
10 Jnuren 2556) nszﬁvlsjl,ﬁﬁmm‘l,ﬁifuﬁ'uqaﬂﬁﬁa’uammxnswmsﬂszmm’lmm

3.1 Finish product specification®
Test ltem USP 38 BP 2013

1. Snmdrndamy 95.0 - 105.0% of the LA. of NaCl | 95.0 - 105.0% of the LA. of NaCl

2. Identification test ATITHY ATIVHIH

3. Bacterial endotoxins NMT 0.5 USP EU/mL NMT 0.25 IU/mL

4. pH 45-7.0 AT

5. Particulate matter ATITH ATIINH

-9 > 10 im Jlajiin

6,000 ?J‘l;bﬂ’]ﬂ/mL

-0 > 25 m Jlafin

600 ByMA/mML

6. Iron NMT 2 ppm -

7. Heavy metals NMT 10 ppm -

8. Sterility AT AT

9. Volume in container ATIVNW ATIINU
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3.2 Drug substance specification : Sodium chloride

(1,(2)

Test item USP 38 BP 2013

1. YSnmardagy 99.0 - 105.0% of NaCl calculated on | 99.0 - 105.0% of NaCl calculated on
dried basis dried basis

2. Identification AN AU

3. Appearance of solution Clear and colorless Clear and colorless

4. Acidity or alkalinity @IV ATIINY

5. Bromides NMT 100 ppm NMT 100 ppm

6. Ferrocyanides ATV ATIIHU

7. lodides ATII ATIHY

8. Nitrites NMT 0.01 ATITHIN

9. Phosphates NMT 25 ppm NMT 25 ppm

10. Sulphates NMT 200 ppm NMT 200 ppm

11. Aluminium NMT 0.2 ppm NMT 0.2 ppm

12. Arsenic NMT 1 ppm NMT 1 ppm

13. Barium AT @I

14. lron NMT 2 ppm NMT 2 ppm

15. Magnesium and alkaline-earth metals | NMT 100 ppm NMT 100 ppm

16. Heavy metals NMT 5 ppm NMT 5 ppm

17. Loss on drying NMT 0.5% NMT 0.5 %

18. Bacterial endotoxins NMT 0.5 USP EU/mL Less than 5 |U/g

19. Potassium NMT 500 ppm NMT 500 ppm
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s18015N 7 Sterile water for irrigation 1,000 mL
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1. %am Sterile water for irrigation 1,000 mL

2. amasnianaly
2.1 U Dwihdsenige s fi§ &L irigation
22 gmtsznay  Wiins@ums Antimicrobial agent wSeasau s usudsznay”
23 MUY LI luMTusLITTieawasdn gwivldndaden lavasnuuuldineanainmauzusn
I¢agnsmasa”
24 28N - i:q%am FUUIENaUAILNE A YLAZAIINLIY TUNEA i’uﬁvumq wufAnse wansiou
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3. AMANUANILNARA

3.1 Finish product specification”
Test ltem USP 38 BP 2013
1. Bacterial endotoxins NMT 0.25 EU / mL NMT 0.5 U/ mL
2. Sterility ATV AU
3. Water conductivity ATITHY ATIHU
4. Oxidizable substances ATIIH ATIFHU
5. Volume in container AT ATINU
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