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3787151 1 Calcium polystyrene sulfonate 5 gm powder
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1. Boen Calcium polystyrene sulfonate 5 gm powder
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2.2 saudsznay  dsznaudiudien Calcium polystyrene sulfonate 5 gm 1 1 aq
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3.1 Finish product specification'"*®
Testitem BP 2013 Japanese Pharmacopoeia 16 edition
1. ﬂﬂsmmﬁ"smé’lﬁm - 6.5% W/W - 9.5% W/W of Calcium - 7.0% W/W - 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 AT ATIININ
4. Uniformity of weight ATV ATIU
5. Loss on drying NMT 8.0% NMT 10.0%
6. Minimun fill ATITEY ATIN
3.2 Drug substance specification : Calcium polystyrene sulfonate™®
Test Iitem BP 2013 Japanese Pharmacopoeia 16 edition
1. WSunmdhndrnn - 6.5% WIW - 9.5% W/W of Calcium - 7.0% W/W - 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)
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3.2 Drug substance specification : Calcium polystyrene sulfonate ?®

Test Item BP 2013 Japanese Pharmacopoeia 16 edition

3. Identification ATIFEU ATIEU

4. Particle size NMT 1% wW/w -

5. Potassium NMT 0.1% (6283F Atomic emission -
spectrophotometry)

6. Sodium NMT 0.1% (#2835 Atomic emission NMT 1% (#2835 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 A9HU -

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

negative bacteria)
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o
318NN 2 Dextrose 5% in sterile water injection 50 mL

mwﬂsznmﬁ'wi’mquasmmﬁ

1. #aen Dextrose 5% in sterile water injection 50 mL

2. amanyeanaly
. A’ 1A o @ G = o
2.1 Juuuy WussazawUnennde 1e WiE s wmuiad waaniand

2.2 dawdsznay  Usznaudiedaen Dextrose 5% WA ludSunas 50 mU/MTueus3y waz'laid Antimicrobial

agents (ugudsznay "

J o o a L9 “‘: ~ ~ i ) o Qs
23 mmuzmﬁg Ui?ﬁgluﬂ’l‘ﬁuzﬂiiﬁzﬂ’laﬂﬂi’lﬂ?ﬂ']ﬂL’HE)LLUiJW&']ﬁ@Iﬂ E‘T’]‘Pﬁlll’ﬁﬂi%ﬂin LL@:&Iﬁ’J’Nﬁ’MS‘U

usasialdagnaas 110 mL
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3.1 Finish product specification“’

Test Item USP 38

1. PSunmeaendngy 95.0 - 105.0% of the L.A. of Dextrose (CgH1,04.H,0)

2. ldentification

ATIWNU

3. Bacterial endotoxins

NMT 10.0 USP Endotoxin Units / g

4. pH 32-65

5. Particulate matter ATIININ

- 84MATWIA > 10 pm 'laiifiu 6,0000ume/container

- auMAIWIa > 25 pm laifin 600 aun@/container

6. Heavy metals ATV

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

8. Sterility ATIININ

9. Volume in container AT o
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3.2 Drug substance specification : Dextrose (COH,ZOG.HZO)("

Test ltem USP 38
1. Identification test ATIVEIH
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 pgl/g
10. Heavy metal NMT 5 pgl/g
11. Dextrin ATIININ
12. Soluble starch, sulfites ATIINY
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8NN 3 lodixanol 320 mg iodine/mL, 50 mL injection

muﬂszn'lﬁa?’mi'ﬁqumwmﬁ

1. B lodixanol 320 mg iodine/mL, 50 mL injection

2. anaaiana

2.1 yuluuy WumsssnoUnannidels Wladdmmiesson swivia
22 saudsznay 1w 1 mL Usznaudandaen lodixanol 652 mg ﬁaugar‘fﬂabﬁu 320 mg lafimsnwRein
fulsznay
2.3 MTUVTIY msaﬂumm:ussqmﬁ@ﬂsmmm%aﬂ@aﬁﬂ 229U type | B3aUQNAFANTIA
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3.1 Finish product specificationm

Test item USP 38
1. USnadrendany 95.0 - 105.0% of the L.A. of lodixanol
2. |dentification test AU
3. pH 68-7.7
4. Bacterial endotoxins NMT 0.2 USP Endotoxin Uit / 50 mg of iodine
5. Osmolarity 270 - 310 mOsmol / kg
6. Particulate matter ATIINIW

-aw1@ 2 10 pm 14ifiv 6,000/container

- W@ 2 25 pm 14iAu 600/container

7. Volume in container ATIU
8. Free iodide NMT 0.02%
9. Sterility ATV
G2 N UsePIUAIUENITNNT
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3.1

Finish product specification""’

Test item

USP 38

1

0. Impurities

- lohexol

Procedure 1

Procedure 2

- 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%

: 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%

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

3.2 Drug substance specification : lodixanol m

Test ltem USP 38
1. ﬂ?&lﬂmﬁ’smé’]ﬁ’tg 98.6 - 101.0% of lodixanol (anhydrous basis)
2. Identification ATIINU
3. Specific 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§ meg/g
11. Limit of Methanol, isopropy! alcohol, and methoxyethanol For each : NMT 50 mcg/g
12. Impurities Test1

- 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%

Test 2

- lohexol related compound E : NMT 0.3%
- loheyetrelated compound H : NMT 0.6%
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318NN 4 lopromide Sterile Solution 370 mg/mL as lodine Injection, 100 mL

mwﬂs:nmﬁ'wi’mquaswsﬂ

1. Ban lopromide Sterile Solution 370 mg/mL as lodine Injection, 100 mL

2. ansanyianalul
2.1 guuuy Wussazaodsminids dwivde
2.2 gmwdsznay
- Uaznaudhudaen lopromide 768.86 mg/mL (viniulaladiu 370 mg/imL) 1U5anas 100 mL

- 873l suitable buffers Uz Edetate Calcium Disodium (+Du Stabilizer) Ussnaudnaedugmilsznavle’”
- #i0913i] Antimicrobial agents \Juguilsznay’
2.3 ﬂ'i'ﬁ%uiﬁ"i] Uiiﬂluﬂﬁ‘ﬁu~U5i‘%U’mﬂ‘ﬁuﬂ’u’mun’aﬂi’lﬂmm’ﬂa LL@”Uﬁifﬂﬂm‘VlﬂaﬂnuLLaﬂ
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3. AMANIAN9INAKe

(3

NaN1IaTIA TR W lUaa Finished product specification W&z Drug substance specification ﬁ

%
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E]'Nadil’lﬂLﬂﬁ’ﬁ@i’iiUQUULﬂU'Jﬂu m"lm@mmUumamummﬂm*nssun'isa'imiu,a*m nsmswmmimm mu
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3.1 Finish product specification

Test Item USP 38
1. YSumaaendnty 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 ATITHIU
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 AT
G 0112 TSRO RRRI Usr N ua uenNIINNNT
(WIBENTNT ARITTIANF)
-

(m%a) ........................................... nITVNT (acﬁia) ............... \\‘ ...................... nIsuN3

Qs a o o a L4
(WHUWNITAY AU@ABITNN) (WWENINTT Myawda)

wihilmemstlayeiiszarzseo



3.1 Finish product specification'” (Gia)

Test Item USP 38

11. Particulate matter AU
- U@ 2 10 um ailA% 6,000/container

- w1@ > 25 um 13iAin 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 ATINU

3.2 Drug substance specification : Iopromide“’

Test ltem USP 38
1. ﬂ?mm‘f’améwﬂ”:y 97.0 - 102.5% of the L.A. of lopromide (anhydrous and solvent-free basis)
2. Identification e b XalTt
3. Water NMT 1.5%
4. Residue on ignition NMT 0.1%
5. Heavy metals NMT 0.002%
6. Free iodine AT
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%
(fopromide 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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VINWTBN finished product specification Waz/"5a Drug substance specification 1 EJ'LIE]mel“}Jnau’mﬂszmﬂ
dszmenendidnnsafing uazliifiu 2 9 o Fudsemadszmenadidnnsaing
2. 12AFIITUIDINAIFIMATHAA LN

24 nsdifigudaluyszmalng HrAadasdilanmIiuseanasgunsnasenaamanin a3 sns e
MINaaen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taswiisau PIC/S participating authorities
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msumuﬂumama

3.2 Namim’amLﬂi’}:ﬁqmn’lwf@lqauwaw‘f’améﬂﬁ':y (Certification of analysis of Drug substance) ﬁl’ﬁ"[u
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3781190 5 0.9% W/V Sodium chloride injection 50 mL

muﬂs:n'lﬁa"wi'ﬁquaiwﬁ'lﬁ

1.82mn  0.9% WIV Sodium chioride injection 50 mL
2. amantianalyl
2.1 31luyy lussazasdnannds ls Wids smsuiadinasndand
22 smsznay  Usznaueiudaen Sodium chioride 0.9% WV ludSunas 50 mL/N1TUY5TY
2.3 MTUUIN ussa‘tum"nwmsammﬂswm‘nauunwma@n dmiuldasnden uaslfiedmin
ussagmtwmamouan 110 mL
2.4 281N Uuussagﬁ'mwi‘ua:m'nmumﬁﬁwi’am s:q‘iiiam fulsznaud @ Ny uazanuLs

Tuniing mOsmol/L Suude fumummq wrnnRaLazarnzidoudsus 1tagetaian
3. aaNUANIIINAKA

Nan’l'a‘m’JﬁﬁLﬂﬂ°ﬁﬂmﬂ’lwLﬂuvl,ﬂmu Finished product specification Waz Drug substance specification

‘na'maomnma"ﬁmsuauummnu sno'lmwn“muumamum’mﬂm~nswmsmwm|,avﬂ’1 m”maommimam
ﬂﬂutﬂﬁ’ﬁﬁl’]iﬂﬂlﬁﬂﬁdad@la\'iL‘ijuﬂ‘U‘]J‘YlWlUUL‘YI’]‘M?E}I“&J?’YJW&l’]ﬂiﬁ'lutﬂﬁ’ﬁﬂ’liuclﬂﬂ'ﬁll%%\i aulsznaea
ns*mwmmsmm LSEN S”U@I'ITIFJ'] W.7.2556 ad'Jqu 11 LB W.¢.2556 (aaﬂsumﬂ'lusw‘ﬁmmumnmmﬂ

10 &Jﬂ%’]ﬂ% 2556) nsmvlwmUumﬂmunumﬂwuwmﬂmnssumsﬂs*mmwmm

3.1 Finish product specification'"”

Test Item USP 38 BP 2013
1. YSnmersndan 95.0 - 105.0% of the LA. of NaCl | 95.0 - 105.0% of the LA. of NaCl
2. Identification test ATITNW ATIVHU
3. Bacterial endotoxins NMT 0.5 USP EU/mL NMT 0.25 IU/mL
4. pH 45-70 AT
5. Particulate matter ATINU ATIU

-uwe > 10 Um- §laiifin
6,000 ayMA/mL
-2 > 25 Um & laLAin
600 aynA/mL

6. Iron NMT 2 ppm -
7. Heavy metals NMT 10 ppm -
8. Sterility ATIINU ATIVNIU
9. Volume in container ATIIU - AT
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3.2 Drug substance specification : Sodium chioride'™?

Test Item USP 38 BP 2013

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

2. Identification I ATIIHIU

3. Appearance of solution Clear and colorless Clear and colorless

4. Acidity or alkalinity AT AT

5. Bromides NMT 100 ppm NMT 100 ppm

6. Ferrocyanides AT ATIVEY

7. lodides ATIINU AT

8. Nitrites NMT 0.01 ATIWU

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 ATIINY ATIU

14. Iron 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 IU/g

19. Potassium NMT 500 ppm NMT 500 ppm
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3180150 6 0.9% W/V Sodium chloride injection 5 mL

muﬂs:n’uﬁﬁ’oufﬂquaﬂmﬁ

1. am 0.9% WIV Sodium chloride injection 5 mL

2. amasianaly
2.1 3luyy Wumsszawumennide 1o lidd
22 wudsznay  Usznaudlsalen Sodium chloride 0.9% W luil3unas 5 mL/MTUU3I]
2.3 MIUUITY mﬁﬂum'ﬁu:msgmﬁﬂﬂs'ml,%aLmuwmaanﬁ'm%'ul'ﬁﬂﬁﬁ )
2.4 281N uuussgﬁm‘ﬁua:m’nu:usrgﬁé’uﬁ’am szq%am FIUUIENaUAINFNTY UATATINULTY
Tunie Tunuaans wriindausziaansdoudriuen iatetaiam

3. AnENUANINARA

Nami@lﬁﬁmi’]”ﬁﬂmn’mtﬂuvlﬂmu Finished product specification W&z Drug substance specification #
E]'NENQ']ﬂLﬂﬁ"ﬁV]']?UQUUL@U'Jﬂu mﬂvtﬂfﬂ(ﬂﬂol.uzlu@E]a’]uﬂﬂ'}uﬂmuﬂiillﬂ']ﬁa'\“qsuauﬂq ﬂiw'ﬂ?’)ﬂﬁ']ﬁqimﬂ'ﬂ
ﬂd%tﬂﬁ‘ﬁ@l'\iﬂﬂl‘ﬁaqﬁEJ\‘W]aﬂtﬂuﬂUUﬂLﬂUUL'Y]']'ﬂsE]l'V\Uﬂ'J’]ll'Wliﬁ'luLﬂﬁ’ﬁ@]']iUl@(ﬂ'liu%u\'i arudszne
ﬂiwﬂi?ﬂmﬁ'ﬁmﬁ’ﬂ Lia\‘l 5~'U91'15']U'l W.61.2556 ﬂ\'i'J‘Hm 11 L8 N.71.2556 (aﬁﬂi”ﬂ']ﬂluiﬁ’ﬂnQﬁ]'\uLUﬂH’nu'ﬂ
10 &lnmﬂu 2556) ﬂivaNLY]UUL'Yl']l“"ﬂun'l.lﬂaUwuﬁ]"ﬂa\‘lﬂm‘uﬂi?uﬂ'\iﬂﬁwﬂ'}(ﬂ?\ﬂqﬂ']

3.1 Finish product specification*”
Test Item USP 38 BP 2013
1. ﬂ?mmﬁ";mﬁwﬁ':y 95.0 - 105.0% of the LA. of NaCl 95.0 - 105.0% of the LA. of NaCl
2. Identification test AT ATITHIN
3. Bacterial endotoxins NMT 0.5 USP EU/mL NMT 0.25 1U/mL
4. pH 45-70 ATIINU
5. Particulate matter ATITHU ATIFHU

-pwia > 10 um Jlaifu
6,000 aumA/mL
-2Wa > 25 Wm Gl
600 auna/mL

6. Iron NMT 2 ppm -
7. Heavy metals NMT 10 ppm -
8. Sterility ATIIN U ATIAHU
9. Volume in container ATIHU ATIN
(m%'a) ................................................................... UIeTUALNTINNIT
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3.2 Drug substance specification : Sodium chloride™?
Test Item USP 38 BP 2013

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

2. ldentification AT ATITHU

3. Appearance of solution Clear and colorless Clear and colorless

4. Acidity or alkalinity ATV AT

5. Bromides NMT 100 ppm NMT 100 ppm

6. Ferrocyanides AT ATITEIU

7. lodides AU ATITHIU

8. Nitrites NMT 0.01 ATITHIU

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 AW AU

14. fron 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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s18n135N 7 Sterile water for irrigation 1,000 mL

[ Qs I
muﬂszmmawmquas*mmu

1. foun Sterile water for irrigation 1,000 mL

2. anasianaly
2.1 3uuuy wihieminide s 5§ éwiL imigation
2.2 saudsznay  laifimai@uans Antimicrobial agent vﬁamiﬁuq Wugudsznay”
23 MAWUTIT  UITIWMTULITITRANAEAN gwiuldaaden Tavaanuuyldineanainmaususs
fagnamasa”
2.4 28N - s:q%am fIUUITNAUMLTIAPUITAINUTI TUKER fuéumq Wi wanzidou
d3Len 321) “not for injection” wsz3Emafiusnwnliadnstanuuuussaiu
- LWMTULUTTEN aﬂwaﬁam’n’aﬁm%am WiaamImIni FIMUSENILLAZIWIANT LTS

YL WRUNHAR fuﬁumqvl,’;”‘ﬁ'ﬂwu

3. amaNUANINARA

3.1 Finish product specification“”(z)
Test item USP 38 BP 2013
1. Bacteria! endotoxins NMT 0.25 EU/ mL NMT 051U/ mL
2. Sterility ATINU ATITHIB
3. Water conductivity ATV ATITHU
4. Oxidizable substances ATV AT
5. Volume in container ATIINU ATIINW
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Y W3au finished product specification Laz/MIa Drug substance specification Tasvaunlonawiudszne
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2. laNAISTUIAINNIATFTIRAIHAREN

21 msdifgmaaludszmalne QwﬁﬂﬁaaﬁLanmﬁmaammgﬁumswﬁ@1mmwéfnmmerﬁmﬁﬁmiﬁﬁlu
nNSHE®EN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagwinau PIC/S participating authorities
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dsznmenaidiannsefing
22 ns@iiueningrenaesana fudadailianmsivseunaspumakaameumaninoriuaz
ﬁfmi‘ﬁ'mumwﬁm &1 GMP %38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) Tosmiisnu

PIC/S participating authorities 2UUE1g® musaunIaTaseulasinamsiusastindsemeadsemanan

audnnselind nIea1yasantin usudnsdh

3. tanmsqmmmmomﬁl.auaﬁm (Fuwinnwang)

3.1 Nammﬂﬁmsw:ﬁqmmwwﬁmﬁ'mﬁmaa@wﬁﬂ (Certification of analysis) 'lumjuﬁduﬂuﬁ’aazm
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