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[#ZE] BH s A SRR (human diploid cell rabies vaccine, HDCV) %% 8
G MBRGEPERIRCR . ik IS AT HDCV IR YRR RE X 52 60 ], 1E 4] IR g 8
ARJE AT RS ISR S E , WSS S8 5 AN BB 100, 26 IS e e A RO S 2 f5 14 d 43 31R
SE NI, R PR 28 A )58 (rapid fluorescent focus inhibition test, REFIT ) K6 A K95 Jk 2 o il
PR (rabies virus neutralizing antibody, RVNA) . X Il 5 60 5 87 f5 19 RVNA BH ¥ 5 AL Af 4 {5
(geometric mean titer, GMT) T HHR, R 54 H13Z10E 2 BE U M RVNA K, 3238 % 78 Jin 5
GG 30 min K BEYT 15 d 31 IR] A B A AN BLSCRE ., HIGER S R T A BN S 2 R RVNA B Ry
51.85% (28/54) \96.30% (52/54) . Ni S H AN 5 G 22 J7 RVNA B9 GMT 2y 1. 42 1U/ml 30. 61
IU/ml, 8% VT HDCV Sl 8 4FJ5 Bl s fu e R [T
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[ Abstract] Objective To disclose the effects of booster immunization of human diploid cell rabies
vaccine (HDCV) after eight years of primary vaccination. Methods Sixty subjects who had participated
the phase Il clinical trial of freeze-dried HDCV were selected and gaven booster immunization after eight
years of primary vaccination. The side effects of booster immunization were observed. The serum before and
after 14 days of booster immunization were collected and detected the rabies virus neutralizing antibody
(RVNA) by rapid fluorescent focus inhibition test (RFFIT). The positive rate and geometric mean titer
(GMT) of RVNA before and after booster immunization were made statistical analysis. Results Total 54
subjects finished the follow-up and RVNA detection. No sever side-effects were observed in 30 min or 15
days of follow-up after booster immunization. The positive rate of RVNA before and after booster
immunization were 51. 85% (28/54) and 96.30% (52/54). The GMT of RVNA before and after booster
immunization were 1.42 [U/ml and 30. 61 IU/ml. Conclusions The freeze-dried HDCV has good immune
effects with one-dose of booster immunization after eight years of primary vaccination.

[Key words] Rabies; Human diploid cell rabies vaccine ( HDCV); Rapid fluorescent focus
inhibition test (RFFIT) ; Neutralizing antibody
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Program after Launched-Effects of Primary Vaccination after Eight Years and Booster Immunization of

Chengdu Kanghua’s Human Diploid Cell Rabies Vaccine ( JSVCT032)

TE A R i 2 &% Je 0B Ak & ( post-exposure
prophylaxis, PEP) HERMAE R g 35 1 7] LU it 5h
SPEPRAF , BRI BT B R 22 1 MR 41 40 R Jo AN
[F] 43 N A5 AR A0 M AE R 592 17 (human diploid cell
rabies vaccine, HDCV ) F1 3/ %) 40 ig ( J5 At b 5L 41
JiL X R A B B % AR Vero 40 BB ) AE K E
HDCV J2& R FIa VR 2T 48 2 i oy 56 578 1 7
FER I BEE | Pk, TCIETEEUR DNA 5% B A AM R
PO , B R 1 4 A MR e e R A
A T A ZH 4T (World Health Organization, WHO) i
A RBOE RSP i W e AR = 2.5 TU/3), Hefh
TER 8 P2 ¥ J 10078 AE R 95 95 5 0 FI T4 (rabies
virus neutralizing antibody, RVNA) = 0.5 1U/ml #
IR, HDCV H 3E[E Wistar #F57
PR, R Rl B2 4 40 WI-38 K5 3R AR
JREE PM B R AR, 125 B SR PN VRN FSC2T 245 200 il MRC-
5 BIRAE R RE PM BER IR, HDCV FE4ER S A K
JRINE e 4 5 80 SR Ty D A SRy A R o 2 T 1) 4 b
HERT, B HDCV T 2014 4F T, Ml R 22 4k
FA R RAFST ) ARBIFSE R T WHO 75 1 46 )
RVNA {9 45 1 Jy 2 P 5 e b i ] 1 55 ( rapid
fluorescent focus inhibition test, RFFIT)'*7" %} [& /=
HDCV 4ty 8 48 J5 insi S e OR AT OIS, iR 5
HDCV IE#i e e thZ% ol T,

1 WN&EFE

1.1 ERFEEH KT HDCV,5 2/ 0, MAS L
YA BR A B AE PR S = 4.0 TU/ZR LS
20160101, fifi FH 5 e BEUEBA 3 647,

1.2 MBIIg  LMANE | H R NAETL IR W2
T A EL P 101 B 42 ol Hh 0 112 3507 28 60 4512
AT HDCV I AR TR ( B RE) 2k &
JIT A 52 I AR TR0 4 8 45 TR = AR I IR
RIS A AL AT, A PR B Fh A R RE T, A
RAEMNFERIGRERTE, ZIHEFE HDCV IR G s 8
AR HEATINGR S . BFOTARAS i e B A B 2 AR B o
Frim

1.3 HEfRIWE R = A LA WL A 1
FUHEFT s S s . B IEEIF 10 5% 60 44 523 42
Fl HDCV J& 30 min N IAS R0, Fliis 15 d, g 5%

Bl DT RO, AN RN T A AR 5
B i 24 it A P ) TSI P 9 v e R AN
KSR A3 G b TR B SEA BR v

1.4 RVNA &l 32X 7E HDCV VIR Ry 8 4F
S5, TISRAAEERT(+ 0 d) FANIR RS 14 d( +
14 d) 43 BN KR I 5 ml, 4385 035 , — 20 CAR7F
L A L RE S 2 FE P A 24 G e A B
K HH RFFIT A3l RVNA

1.5 SHIFEFZE R Excel FEIERE 2 H]
ERINGN

2 #R

2.1 MEREEARKEER 60 6217
7 HDCV finsi S A 3 HER 60 ), P2 1 ok 5%
J&i 30 min PNALEL S R A4 B R R ROV, 6 132
KB RVT,54 BISEM 5 d BEDTRY 238 e BT A]
RIE A RN,

2.2 fNsR%ERIE RVNA THIER 60 #ZilH
g S ZEHT RVNA ZKSF 0.0 1TU/ml ~ 12.2 TU/ml,
RVNA ) GMT {8 & 1.31 1U/ml, H 1 RVNA /K
= 0.5 IU/ml (94 28 ] (46.67% , 28/60) , 52
Bl A0 REFIT 00 () 54 1) 3238 2, fin 5 %0 5% Ay
RVNA 7KF-0.0 IU/ml ~12.2 IU/ml,RVNA ] GMT
BN 1. 42 TU/ml, Hod RVNA KF = 0.5 TU/ml Y
H 26 1] (48. 15% , 26/54) ; N5EFRE S5 RVNA 7K
0.1 IU/ml ~399.9 IU/ml,RVNA #J GMT {& % 30. 6
IU/ml, 2t RVNA 7K°F = 0.5 1U/ml B4 52 14
(96.30% , 52/54), VLK1,

2.3 fmE%EE RVNA RilES R 54 #iZilH
JaE e f5 RVNA R E 3 AR Bl L3R 1, 5. 55%
(3/54) ZiXAE g e e J5 RVNA /K& F 100 1U/
ml;85. 19% (46/54 ) Z iR MR 2 f5 RVNA 7K
2.0 IU/ml ~ 100. 0 1U/ml;5.55% (3/54) % iR & hn
30 % J5 RVNA 7K F 0.5 1U/ml ~ 2.0 1U/ml;
3.70% (2/54) Z i s e )5 RVNA KT
0.5 IU/ml,

2.4 AMERVNA 455K IER 54 F152 U 5
PG RFFIT #0025 91,2 1) RVNA ZKSE4EHF 0. 11U/
ml AAE 52 5] RVNA 7K~ [R) 7 B v, Herb 3 451
RVNA JKF = 100.0 1U/ml, iX 3 {5 % i1 5 G0 58 i
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Fig.1 Geometric mean titer of rabies virus neutralizing
antibody after booster immunization by human diploid

cell rabies vaccine

AN R TR N5 S E T A RVNA 7K 68 &

%
R,

R 54 P32 N AP RN AR v i
B S R R o 2 T RN TAAAGL I (B 5041
Tab.1 Distribution of the values of rabies virus neutralizing
antibodies of 54 subjects received booster immunization

of human diploid cell rabies vaccine

RVNA K UE (1U/ml) A %L L3 (% )
X <0.5 2 3.70
0.5 < X<I1.0 2 3.70
1.0 < X<2.0 1 1.85
2.0 < X<10.0 14 25.93
10.0 < X <30.0 23 42.59
30.0 < X <100.0 9 16. 67
X = 100.0 3 5.55

T RVNA, FE R 3 AL ; X, A R0 9 3 R AL i A
DL
Note; RVNA, rabies virus neutralizing antibody; X, the value of

rabies virus neutralizing antibody

3 itig

RIS 9T R 7= Vero 41 MATE R Ji %
W AR R R 6 Ji 6 H 1 AF 2 4F 3 4E5%2
W& RVNA BHE R K 100% . 97.5% . 73.9%
21.1% 20% , AWF5EHE ™ HDCV F4H ik 2 8E )5
HpE 8 4F I 52 RVNA PHM: KK 46. 67% , £
RIS AME . Rodrigues FM 251 BIFSE i 7%
HDCV =41k BB A% 5 4R J5 JE A7 5500 in o
P, A 2210 RVNA 7255 14 RE3R 2R 1K
-, Fayaz %"V BF 5T /R 26 B WEZ X 42 46 HDCV
FEH RIS I 32 AT 5 EAT BRI NG g i A

WEZEXT 42 RVNA 7K F35%)] 2.6 TU/ml ~20 1U/ml,
AHIGE R 54 B 5¢ BET AT REFIT #6004 32385
HDCV 50 Jin 58 e 88 J5 265 14 K 96.30% 2 ik &
RVNA B2 &3 K-, HDCV s 22301 &,
FELERVE Iz

ARHFFE R & A2 F HDCV HI 5 4 5 40 56 B9 A
KSR, UESE [ 7= HDCV B e 3R 4, mll sy & A
FAL, EEGEO T, JLE B AR SN AHE
X AE R IpT 8 B e R Ny 25 4555 , HDCV 78 L3 E 4N
e IR B p s M A s P e
R B 100% A B K HDCV 58 % 5% %50 5 A
L0 A IE R 2 9132 3K R AT HDCV S50 Jin g
BT RVNA KRS BTk = XX 2 1] 32 3835 %
NAHE TR A BT ST , % H RVNA R BH A i 5 K 18 T8
PefdRE . ARAFFEXT HDCV I 05 J5 B9 RVNA 7K
SEEAT T A0 B X R R 43 404k T RVNA BHA: X 8] 43
B BBHE N HDCV i i AL [) i B 1) G 98 g
ERRSE X TR N AT R B e 3 S b &
PR 28 1o 225 5 FE AR 125 ( RVNA = 100. 0 TU/ml) B
BRI, [ERE R T ke = )5 SR B 7 1 ME LA A R L 2L
(NESIN

= HDCV 1 5 3% S R i e 2 0 L&
2015 AE RN — i — R A 13 ANFER 9% 2 8 1,
F A 1i# 4 ADCV FLEHE BB IG pE, IFTE 1 7
PEJG AR 15 KIMTE RVNA 23 FHEE i 6 A, BF
AU IR AR RS, B RVNA 558 BHAE,
UESEE = HDCV s R et ARk —5
FUET ™ HDCV G yg 45 A 1 AN 5 e 28 1) £
AMAFE RS 52 v e 8 J TR 0% 0.5 ~ 1 AR N PRI R R
LT 0 d3 d S IsERARE 11 ~ 3 AR IR
BEE ST 0d.3d.7 dShnsRgEE 1 e,
ENGIENEAE ATV W OE s N op L ) |G S
TH KL E 2452 HDCV 55 %5 A AMAR
T A, BT 1 R0 nas e s oA 2 BIANA,
PSR 1 ~2 FER S ESWEAFIRAMR, &
TR 5 2Lk — L TR AL E 7 HDCV /9 #H 56 3 fith
FIN FHAESE
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