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3. AMENLANMIINAKA

3.1 Finish product specification(1'2)

qmﬁ&lﬁanwmﬂﬁﬁ British Pharmacopoeia 2013
1. Identification 3799 #2835 Immunoelectrophoresis
2. pH 40-74
3. Osmolality ' laistaenin 240 mosmolikg
4. Total protein lsitteenin 30 g/l wazdienagizning 90-110% maoﬂ%uwmiﬂiﬁuﬁaaﬁnszq
5. Protein composition lae3% 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 CHs, / mg 989 Immunoglobulin)

8. Prekallikrein activator 1aiifin 35 IU/mL(30 g/l 989 Immunoglobulin)

9. Anti-A and anti-B 1 to 64 dilutions do not show agglutination

haemagglutinins
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AMANUGMIINARA (#a)
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10. Anti-D antibodies msmﬁ’mmuﬁszqh Finished product specification
(wiauaaaluluTianziiagdv)

11. Antibody to hepatitis B surface #2835 Immunochemical : d'lvi;ﬁﬁq&l 0.5 1U/g 483 Immunoglobulin

antigen .

12. Immunoglobulin A @183% Immunochemical : NMT the maximum content stated on the
label

13. Sterility ATIINIU

14. Pyrogens or Bacterial endotoxins | @329H %

3.2 Human plasma o

1. Anti-HIV-1 ATV IUANNATTIU
2. Anti-HIV-2 ATIVTUMINNINITIN
3. Hepatitis B surface antigen ATIVNUMNNIATIIU
4. Anti-HCV (Antibody against Hepatitis C virus) mmmumummgm
5. anti-D Antibodies ATIVUANNINTFIN

uazEnANg N899 Human plasma fiawdasiigmniwauanasguana 1u NIBSC (National
Institue for Biological Standards and control), AABB (American Association Blood Bank), PPTA (Plasma Protein
Therapeutic Association)
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