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Immunogenic evaluation method of medical devices—
Part 2:Serum immunoglobulin and complement component detection
(enzyme-linked immunoadsordent assay)
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7.4 XBRS4

a) PH¥EX RE . HEF KA BSAERNHEX Y. B3 mg BSA 5 9 mL PBS(pH 7.4)iB%,.BS5
CFA#1: 146RBESRIAB,. BRPERETESH 0.12 mL, BRAES 1 k. HEE4 K.
10 H/4,

b) KREMA -BMALRER . EEFFELTFEERHY,.10 /A E4.
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3 HXXRIPHATRER.
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2. M\ BSA i RR R AN, BEL P FHENFHE 1 8.4« M 12 A RREE R/ Bn.
7.7 hREEREFAHRN
7.7.1 RBHE

HEFERATEN ELISA SR &, FEIERERAZTERN.
E: FRIIHEEREAEAMTROIHR, - BEFRN CH M, AAERRRERETERILE %
REARGER gMEFSREWBNE.

7.7.2 BESWF

EREA/PELFERERBEANONE. SRUFHAEANGREZEXCR. RIBRESHRLE
FEENR % E . SABEEDFEGETERERAZE.

7.8 miKiMERE SRR N
7.8.1 RBFH*

HEFGE AT & 89 ELISA A&, HF SR & MFRAZRTIMNER I RN .. 10 EHRLLH AR
T,
iE: RS C3 RIMERZPHXRD T, —REFRMFELRRTY Ca,

7.8.2 HEHWH

ERE4A/PRMFEIMERSORME. REBEIGWAEREENRTETE SRR ED
FENHTAEERAZE.

8 REHEE

HKEBREPHEITIMER:

a) HERFREZF . ABESAHS,;
b) RIS RS &FTE;

o) KRR FRIEE;
d) EEZXAHMLESR;

e) WEHFER;

) SR

g) Hik.
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