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Human Immunoglobulin Sterile Solution 5%, 5 gm
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22 swtszney  Usznauedie Immunoglobulin G 5% WAV 158193 100 mL/Vial
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3.1 Finish product specification

Test Item

British Pharmacopoeia 2013

1. Identification

a7291 % $2e3% Immunoelectrophoresis

.pH

40-74

. Osmolality

Ysittasnin 240 mosmollkg

@ ) ' ) ' " A
laivianin 30 gh ussdifnagizwing 90-110% yasfinmldsdunasnizy

2
3
4. Total protein
5

. Protein composition

Ta8A% Electrophoresis : NMT 5% of protein has a mobility different from that of the

principle band

6. Molecular size distribution

By liquid chromatography

-Sum of the peak areas of the monomer and the dimer represent : Not less than 90%
of the total area of the chromatogram
-Sum of the peak areas of polymers and aggregates represents : NMT 3% of the total

area of the chromatogram

7. Anticomplementary activity

NMT 50% (1 CH5o / mg V83 Immunoglobulin)

8. Prekalikrein activator

13 35 1U/ML(30 g/l P89 Immunoglobulin)

(WpFNTwT afITIIAN)
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3.1 Finish product specification” (di8)

Test item British Pharmacopoeia 2013
9. Anti-A and anti-B haemagglutinins 1 to 64 dilutions do not show agglutination
10. Anti-D antibodies ﬂi’;ﬁwi’mm&lﬁﬁquu Finished product speciﬁgation
@Iousasluluiianediandu)
11. Antibody to hepatitis B surface antigen #2858 Immunachemical : Fi’wﬁ;ﬁﬁgﬂ 0.5 1U/g w83 Immunogiobulin
12. Immunoglobulin A #1835 Immunochemical : NMT the maximum content stated on the label
13. Sterility ATIIHIU
14. Bacterial endotoxins AT
15. Volume in container AT

3.2 Drug substance specification : Human plasma “

1. Anti-HIV-1 AN UMWIAIZIN
2. Anti-HIV-2 ﬂi?ﬁl@i’]%@l’\&m’]ﬂ?ﬂﬂ%
3. Hepatitis B surface antigen ATIHIUMUNINTI N
4. Anti-HCV (Antibody against Hepatitis C virus) m’smi’mmwmmg’m

waziindng1ususesit Human plasma MNIHEALITOMAINAINNNIATZIUENG 13U NIBSC (National
Institue for Biological Standards and control), AABB (American Association Blood Bank), PPTA (Plasma Protein
Therapeutic Association)
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N B32/2560
180151 2 lopamidol sterile solution 612.4 mg/mL (300 mg lodine), 100 mL

aalszmadaninauanysi

1. 8o lopamidol sterile solution 612.4 mg/mL (300 mg lodine), 100 mL

2. amEN e 1)
A/ o @ o
2.1 1wy WDussazawdnanniie &wiuie

2.2 #wdsznay u 1 mL Ysznaudisdaen lopamidol 612.4 mg (300 mg lodine) LLa:‘lugmw‘iﬁ'uﬁmsﬁ
1l suitable buffers uaz Edetate Calcium Disodium (15w Stabilizer) U3anondniasiilu
gausznay
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Namsmm?mﬁ:ﬁqmmwn,ﬂuvlﬂmw Finished product specification ez Drug substance specification N
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3.1 Finish product specification'"”
Test item USP 38 BP 2013
1. WSnuanenday 95.0 - 105.0% of the L.A. of lopamidol 95.0 - 105.0% of the L.A. of lopamidol
2. identification AT ATV
3. Bacterial endotoxins NMT 0.6 USP EU/mg of iodine NMT 0.7 IU per mL
4. pH 6.5-75 65-75
5. Particulate matter ATITNI ATIVHIN
- B‘i«éﬂ?ﬂﬂ)%’]@ > 10 uym
laiifin 6,000 aynn
- a‘l:&ﬂ']ﬂ‘l]%’lﬂ > 25 ym
aiifin 600 ayma
6. Free aromatic amines NMT 0.05% NMT 500 ppm
7. Free iodine AT ATITRIN
8. Limit of free iodide NMT 0.04 mg of iodide/mL NMT 40 ppm
9. Sterility AT ATITNIN
(aa%a)..../, ..................... /<-62/ L UTETIUAULNTTUNIS
(89%8) Q/ ........ N3NNI
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(1,(2)

3.1 Finish product specification (Gia)
Test item USP 38 BP 2013
10. Volume in container AT AT

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 : lopamido

1),(2
I()()

Test Item

USP 38

BP 2013

1. USsnmanndng

98.0 - 101.0% of lopamidol

(calculated on the dried basis)

98.5 - 101.0% of lopamidol

(calculated on the dried substance)

2. Identification ATITHIU ATITHIN

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

5. Specific rotation -4.6° to -5.2° -4.6° 1o -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 |U/g
10. Free aromatic amines NMT 0.02% NMT 200 ppm

11. Free iodine AT NMT 10 ppm

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

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

15. Related compounds

By liquid chromatography
- Monocarboxylic acid : NMT 0.1%

By liquid chromatography
- Sum of impurities H and | : NMT 0.5%

- lopamidol related compound B : NMT 0.1% | - Impurities A, B, C, D, E, F, G, J, K

- lopamidol related compound C and 2- : for each impurity, NMT 0.1%
chloro derivative : NMT 0.5% - Any other impurity : for each Impurity,
- 2,3-Dihydroxypropyl isomer : NMT 0.1% NMT 0.1%
- Diiodo derivative : 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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1 = The United States Pharmacopoeia 38
2 = British Pharmacopoeia 2013
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