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FHE

&R MBS Ry &S

hisetmatH

W R

WA A FERAFXERREARE  ERAREREGEWRE > S A

AR BRI B G S S R

DNSRHIVE G~ 198 Kogs AR A5 ML R JE B RGO ©

FRIREQRBINS LS NBRY > WERETFREHR SR LREZES « KR
BN FRAEHE D ERTHE NSRRI RZIAREREG BT NEZEL

ARG

RN G sk WA LR AR A E T LR F R N EE SR E

LT B YA AT R AR IR BB R e B R IE 2 4 H

98 F AR AL AR 9T -3 E N & 0 A96-98 4F ] B P 4 JA) 2348 B 4 fn I 512 & 7 A IR (96 F
W) Z A B B G EH & 3-ARR BATR 6 0 B B R iR & IR R o4 £ 4L (ELISA
Kits) /T4 E# R X G R &~ B AGE £ AT A ZFHASUR X e e 4R AR 47 - 7

98FH13 A A %k & M &FFEIEAT o

BABAZAGEREG BB &HEREANBEE 0 F - g% : 2.05-6.26 IU/mL ;
A% R ¢ 13.71-43.75 1U/mL ; & B *%FHA : 167-1,927 U anti-FHA/mL ; & B "% & :
7,235-46,660 FDA-U/mL » & A FHAIR B W B2 & Ria T S BRI ARIEREG

W L\ Ay FHASURE DR BB Sh e R 5 0 #942%11.54% -

i 3L AR AL 70 AR AL B b ]

YL o KRG LETEALEREGUB X AENBIVRE  HRVEEALLAA SR
REGUFIATAG BOA R RR R B ek PRt — 2 4 # o

RASEE - REIREARE - REHE - AME

il

Al

N RIE R HF IR E S (intravenous immu-
noglobulins, IVIGs){#H#J3,000% 15,0001 {2 5
R I3 2 [F ¥ (recovered plasma) B JFUR} T #E
(apheresis plasma)lEE G 2M S » EEHNHERE
H (immunoglobulin G, 1gG). 5 E& 17 #8 S| 5 B i
HZRRELR] - NE TR Al RSP E B (selh)El
JEC ¥/ (non-self antigens)"” ° R _E - A GyEER
E BB FERARIEESEREE « RIETNRE
(A RN IR E B IME) » AR RE R
TR o AN TR ER I B e P A A R R

EYRE T E - BT MESR - (R EN
(opsonization) » i B #5 & [F] (& (5 A B 24 % (bac-
teriolysis) °

E AT BIE R N REREHEBEIN & 21
HE R R H & B — U2 20K » WEBIR MG
ZEY)E M J58% i Z Title 21 Code of Federal Regu-
lations Subtitle 640.100-640.104 (FDA 21 CFR
640.100-640.104) 51 3 B 22 #(United States Phar-
macopeia, USP) 30k » #R#5 A Bk & H 342
EIE ~ /NSRRI KRR B S AR S RUE®Y
He [ R SE B AR 2 JE DUEE T B 2 A & —
T2 A R TR IE" s BONZEHL (European
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Pharmacopoeia, EP) 6.0k HIl#kHH A S0 8 R 2 %Y
B ZAOES EYEOEEEMES—) - B
e N EERES ISR & EE YR IEZ3E
DAk MR s B TH H (E B AU R R H TR
(HBsAg)fi#8 BT E RS & EAEHED - fhih -
B BT R I A% T 26 DASIAR e 5507 AR AU A%
E e R TR ST EZ ks - BUREBUE R
AN TR Bk A B B R S W R 2 S -
I H A& Bl S A RIERE LB - fEE MR
B R TEEE AR - TRZ
ZHZ TSR NER Y - F - A ARAERIFEIT
A B o R DR B N B R A %
REARBNEERESA - AL FERKBEATEZ
N BRI K A 1 S 25 Ry [ 4/ NI iR S S5 o e A2
- HmEEFERIRRZ I E ER - HRE96F &
MR E RN M TRGET A E GBI
IR N ik E H 8Bt - BRTE B A
A% FHBP AME— 2R SR AN [F] Wl e (B 7)) I 2%
R & 2 Fiis A B T (E AR - B b rgeE
2% 8 (B ) AH B BR A N BB 3 2 Wi T 22
SAfi - REZEIS (B Z) B TE B E RS HE
T2 Z B o E B IR ARk o R -
HytgaRE NE R ] 2R KB FEF AL TE B
ZIERRERIERR - BE ARG 2Bk -

AETER A EBERIEE - WERESEEN
Vst B B A IR AE P 2 T B N SR 5 BR 2 A
e - ETRIEAZHERE SRS 8 B I B R T
B2 o ORTEEARIEAETAERT B NS » R R
FERIE R AT ER(ELISA kits) 1T R iEHE K
ZHWEFEZE - G EEE K E HEFHATUR Z 51
B ORESIE T - WHROSEEH I H H 3 R MRy
FHEFERR - FEH Bt gE DLET AL B 15 1 I Y B ]
SN A 8445 2 N RIE R F BRI A & Piks (R
TMEZEZR » LIS EIMIRE A e ik E o W2
BIE SR THEBR AR AR JHIZ -~ B
B =& —JE 1 (DPT vaccine) TEPH 1.2 IE R
B DR E IR A T 5k & SRR PR LT
FHHH R Y RS E FE (i (T e 2 PR T - DAFRfIRER PR
B FERIBERE L 2% - (RIEE] AR -

MEE T E
— ~ MEIEEES (R
(olE Sy

1. Diphtheria Antitoxin Human Serum (0.8 IU/
ampoule, NIBSC code: 00/496)

2. WHO International Standard 1st Interna-
tional Standard for Tetanus Immunoglobulin,
Human (120 [U/ampoule, NIBSC code: TE-3)

3. Non WHO Reference Material Anti-Borde-
tella pertussis serum (Human) (110 U anti-
FHA and 120 U anti-69kD/ ampoule, NIBSC
code: 89/530)

4. RIEEREH BRI R —)

(ICHE 6% » L xxxxxxx463 >
XXXXXXX484 » xxxxxxx506 > xxxxxxx542
(fRiED)

QG ES% > fLifixxxxxxxDA1 »
xxxxxxxZ21 » xxxxxxxAK1 » (fCHEF1)

(3)THEES % » AL HExxxx261 > xxxx961
xxxGK1({XHEF2)
(4)TRERE10% » #EHfxxxx3V1 » xxxx6H]1

xxx9K1 (fLHEE3)

5. Diphtheria ELISA IgG Testkit (Genzyme
Virotech GmbH)

6. Tetanus ELISA IgG Testkit (Genzyme Viro-
tech GmbH)

7. SERION ELISA classic Bordetella pertussis
1gG/1gM/IgA (quant.) (Virion\Serion GmbH)

8. SERION ELISA classic Bordetella pertussis
Toxin IgG (quant.) (Virion\Serion GmbH)

(C)R% 0

1. 73 EE R FIRERE(Bio-Tek * Synergy HT)

2. 96 L Pl = e A (Thermo * Wellwash AC/
Bio-Tek * ELx50)

3. R i #8 (FinePCR * Thermo Micromixer
Mxidt)

4. BB/ U E D E45(Gilson)

5. BlE 531X #5 (Gilson)
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—TiA

()P S5 0 B R BT 7% (Enzyme-linked immuno-

sobent assay, ELISA)

1. Diphtheria ELISA IgG Testkit
A E B @Diphtheria ELISA IgG Testkit/
HAEGETT T - i BIDAU Ot B A
FitHf .~ Dilution buffer » 2% 22 3 i 8
EH RS - WA T3E RS -
(1) A T 7 B4 H i Microtiter strips/3CE]

Microtiter platefEZ2 - -

(2)M A 100 uL/well:Z Standard/Control/Sam-
ple/Blank * ffi FEEE - A37°C T EHE
B2 #3079 o

(3)2A350 uL/well Washing solutioni %6 7%

(4N A100 uL/well Conjugate » Hf - Ef &
% R3TC N ER B30/ 5 -

(5)2A350 pL/well Washing solution]5 ¥E67X ©

(6)fIA100 uL/well TMB - Bl FEHIRE - 5
3TC T HDLAFE RS B30 5 -

(7)E 211 A50 uL/well Citrate stopping solu-
tion °

(8)f2450/620 nmiAIFEAE » H DUFEAE G 5
VR UE #5772 51 5 Anti-Diphtheria 1gGZ
e

(Z)Tetanus ELISA IgG Testkit

RE G {{IE Tetanus ELISA IgG Testkit/a5 4

BEET AT e B LA A&/ N P 2

Dilution buffer » 51578 22 3 {5 55 {5 B2 Fe

RS - B3 E R

(1) B8 H0 Fr 35 8 H I Microtiter strips il E]
Microtiter plateffEZ8 I -

(2)im A 100 uL/well Standard/Control/Sample/
Blank - H5 BEEIR - fR37CTRRERE30
par: i

(3)2A350 uL/well Washing solutioni& 96X ©

(4)fImA 100 uL/well Conjugate » BE FEIfER
FA3T°C T RFERS 30778 -

(5121350 uL/well Washing solution/&%E67KX °

(6)1 A 100 uL/well TMB -+ B FEFfEE -

37°C TR 055 -

(T %N A50 uL/well Citrate stopping solu-
tion °

(8)f2450/620 nmiflIPEAE - HLMEAE L SLE
TEAERR AR % 5T B Anti-Tetanus [gG2 & & °

(Z)JSERION ELISA classic Bordetella pertussis

1gG/IgM/IgA (quant.)

AEEHHIHSERION ELISA classic Bordetella

pertussis 1gG/IgM/IgA (quant.)iE &L BEHETT

G307+ Wity B LA AT E R A FTiS Z Dilution

buffer » R 5HFEE 22 31[8] i o i Bl Wb

G EAHETTIEE S

(1) A 00 Fir 35 0 H B Microtiter strips iE]
Microtiter platefEZ2 I -

(2)1A100 uL/well:Z Standard/Control/Sample/
Blank > ff EE[IRER - j237°C R ERE60
van: i

(3)2A300 uL/well Washing solution {F7£6K °

(A)fA 100 uL/well IgG-conjugate (Substrate
blankFR41) » B FEFERE - jA37°C T EREES
30775 -

(5)2A300 uL/well Washing solution& 967X ©

(6)1 A 100 uL/well substrate solution (&
Substrate blank) » B FEE - fA37°C T e
JERFE R 30708

(T)E 1% A 100 uL/well Stopping solution °

(8)12405/620 nmBEOEAE - H DMFAE AL BUE
WAE A AR 1% 5T 5 Anti-Pertussis I1gG (Anti-
FHA)Z & & °

(MSERION ELISA classic Bordetella pertussis

Toxin IgG (quant.)

KEEHHIHSERION ELISA classic Bordetella

pertussis Toxin IgG (quant.)/EES EEHET S

Mr - fdt g3 B LS B B4 A bt 2 Dilution

buffer » 251 H 1 22 3 {0 i od (5 BUZ AR -

A ELTIE S ¢

(1) A 00 Fir 35 0 H I Microtiter strips iE]
Microtiter platefEZ2 I -

(2)1A100 uL/well:Z Standard/Control/Sample/
Blank - [ EEEE - jR37°C TR AR 60
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pay:

(3)LA300 uL/well Washing solution J&E67X °

(Af1A 100 uL/well IgG-conjugate (Substrate
blankFR41) » B FEIER - jA37°C T EREES
30575 -

(5)LA300 uL/well Washing solution J&E67X °

(6)1 A 100 puL/well substrate solution (&
Substrate blank) » H5 FEER - fA37°C Tt
TR BR300 8 -

(T)E % A 100 uL/well Stopping solution °

(8)§2405/620 nmHIEIE - HLARHE S EE
TEHE AR AR % 515 Anti-Pertussis Toxin 1gG. 2

a8
R
— R
() AR SRS S P O T o AT L A A e Bk
EH B2 AR IE

1 i e it 23 51 A3 A B S B2 Dilution
buffer » %3716 22 3 {1 e 5 % 22 A s L.
FAHETIEEFRR - HIREE R E L
Hhin. s AP DB — k&) - BB

EHTEE % /02.05 TU/mLLLE » BEIMES %
EIRERRE(D) » HERitiE s s
B A MR 2 e Bk R F2 A - 43 51
54.50 TU/mL K24.07 1U/mL > {EEFAFL (£
F51.96%) - (EIRF3 (F75%0.91%) - F3H#EREAF2
R - HlgGEE10% FBF2 (5%) 265 »
{ERRE 2 MRS 7 (8 MR SRR (D -
4.18-4.71 1IU/mL ; F1 : 2.05-2.71 IU/mL ;
F2 : 3.81-4.41 IU/mL ; F3 : 4.50-6.26 1U/
mL) °

() DA 528 A 0 2% W B 5B = L b TR A SR % B
FH A2 G RTTREE
1 Pt B i i o3 51 DL A B4 A BT 2 Dilution
buffer » 2517 22 3 {8 i 5B i Bz FRRE R
FAHETIEER R - HIREEHEETE N
StpmZ B ERENEE - kE) - &
Bt R BN - BT 2 R Bk A
GG ETREE D 13.71 TUmLELE + &8
MR % 3K E HBH(D) - Huk 5 R
g EELE AN R & R Bk E H BAIF
FHIT 0 4381 k515.97 TU/mLF214.95 TU/mL »
BEARIAF2 (R 550.415) o 1 B S I 90 9% BK

x—  DERERRERN DT EERAA REREARE 2 AR ENE

Product
Lots tested b F F2 F3
Mean + SD Mean = SD Mean + SD Mean + SD
(IU/mL) CV(%) (IU/mL) CV(%) (IU/mL) CV(%) (IU/mL) CV(%)
1 4.63 = 0.88 18.98 2.71 £ 0.22 8.31 4.41 £ 0.34 7.72 6.26 = 0.55 8.83
2 471 £1.01 2145 2.05 £+ 0.03 1.58 3.98 + 0.16 391 4.50 = 0.25 5.46
3 4.18 = 0.99 23.59 227 £025 11.05 3.81 = 0.23 6.11 5.01 £ 0.71 14.10
4 449 £ 1.16 2593 N/A N/A N/A
Range (IU/mL) 4.18-4.71 2.05-2.71 3.81-4.41 4.50-6.26
Mean+SD
+ + + +
(IU/mL) 4.50 £ 0.23 2.34 + 0.34 4.07 = 0.31 5.26 £ 0.90
CV(%) 5.15 14.34 7.59 17.17
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FEHBEIR GRS FE & 2(41.09
IU/mL)# 5D ~ F1xF2.21.8-2.515% » MERE3
B2 ISR EHIEE R10% - HF2RE 2
JIEH BN RME - B BDEFLZ
f%(D : 13.89-19.76 IU/mL ; F1 : 13.71-16.29
IU/mL ; F2 : 21.11-23.37 IU/mL ; F3 :
38.59-43.75 IU/mL) °

(EIDARE SRH A o 2 BT 0 A A A S e Bk

z

Diphtheria Immunoglobulin (IU/mL)

~

Diphtheria Immunoglobulin (IU/mL) &

il
I

HE B2 H HIZFHAS RS J(E -

R B 73 Bl B2 A £ B2 Dilution
buffer » 51 e 22 3 {1 5 i 852 s s L
FAEITIEE AR - R R R E

N Lot 1
[N Lot2
[ Lot3
[ Lot4

, ] }

1

b P R R
BB R R I S TR A RIS E
FEZ BRI - (N BRI |
(BT -

EmZBHEEIEE=RES) - B
Bats R EBUR - BT A2 s Bk
& H HIZFHATUEE v 167 U/mL » fem Rl R
S MIFESIEE1927 U/mL » £ 5 B SM &
Z2-11.51% 5 BB IR Bk E H#E (D)
HH HZFHAY RS 42 & &(1551 U/mL)RHE
ER BN RIE R & AR ~ F2 X F3
(F7559. 115 ~ 3.5(% K 2.5(%) » P28 F3 i
JNFRZE(D : 1304-1927 U/mL : F1 : 167-176
U/mL : F2 : 416-481 U/mL ; F3 : 587-646 U/
mL) °

() A e S A S 2 BT o AT L A S BR

z

Tetanus Immunoglobulin (IU/mL)

E

Tetanus Immunoglobulin (IU/mL)

50

I Lot1
N Lot2
[ Lot3
40 [ Lot4

30

20

10

50
40 %

30

20 1

10 |

0

D F1 F2 F3

B - DB REERRRN ST EERAARRIRE

BREZBERENIEDE o (A)SHTAER
R BHIRTFE-
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Product
Lots tested b Fl F2 F3
Mean + SD (6AY Mean + SD CvV Mean + SD (6\Y% Mean + SD (6\Y%
(IU/mL) (%) (IU/mL) (%) (IU/mL) (%) (IU/mL) (%)
1 16.27 =2.07 12.69 14.86 = 0.45 3.00 21.78 = 0.28 1.26 4375 = 0.80 1.83
2 13.96 = 0.25 1.79 16.29 £ 0.59 3.59 2337 = 1.10 4.72 38.59 £ 2.64 6.84
3 13.89 = 1.14 8.18 13.71 = 0.84 6.14 21.11 = 1.95 9.24 40.92 + 3.67 8.96
4 19.76 = 1.37 6.94 N/A N/A N/A
Range (IU/mL) 13.89-19.76 13.71-16.29 21.11-23.37 38.59-43.75
+
Mean & SD 15.97 + 2.76 14.95 + 130 2209 + 1.16 41.09 + 2.58
(IU/mL)
CV (%) 17.27 8.66 5.26 6.29
= UEREBEERRERAATERKRRA RZIREQNE 2 B H%FHABE HE
Product
D F1 F2 F3
Lots tested
Mean = SD CV Mean = SD (0\Y% Mean = SD (Y% Mean = SD (6AY

(U Anti-FHA/mL) (%)

(U Anti-FHA/mL) (%)

(U Anti-FHA/mL) (%)

(U Anti-FHA/mL) (%)

A~ LN

Range
(U Anti-FHA/mL)

Mean =+ SD
(U Anti-FHA/mL)

CV(%)

1395 + 28 2.03
1304 £ 108 8.29
1578 £ 30 1.88
1927 + 28 1.47
1304-1927
1551 = 276
17.77

167 = 12
168 + 2
176 = 12

N/A

167-176

170 =5

3.12

7.39
1.01
6.74

481 £ 14
416 £ 25
433 + 27

N/A

416-481

443 + 34

7.59

2.94
6.12
6.21

646 = 77
616 = 27
587 £ 23

N/A

587-646

616 = 29

4.73

11.96
4.41
3.88

EHRAC G HSERTEIE

1 i e it 73 B A3 A 5 S B .2 Dilution
buffer » A3 ZE 38 & 58 5 B Fi e HL
FHETIEEFARR - BRI R R
Fhein L 5 HIEPE D EE N RN - '

Bt RBUR - BAPTEE R 2 e Bk E A
P& H HEZER TR 2 47235 FDA-U/mLEA
b BEMEZ fEREWEADHEEH
%35 3% §ife ¥ 195 = (33743 FDA-U/mL) &
FRBIANILR 2 S Bk & BEIF L S F2 (795
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(A)
2000
I Lot
I Lot2
[ Lot3
[ Lot4
1500 A
-
£
2
~ 1000 -
I
b
._g
<< 500 +
0 -
B)
2000
1500 -
=
£
]
I 1000 -
I
w
= o
C
< 500 .
=]
0
D F1 F2 F3

B= - UERERERERN S TERRAAREIRE
B8 2 B BFHAREE DB - (A)ZHIRIERS
R BHIRTE-

4275 1.56%) » {HBMEHAF3 (#I550.8f5)(D :
30006-39182 FDA-U/mL ; F1 @ 7235-9758
FDA-U/mL ; F2 : 19364-26660 U FDA-U/
mL ; F3 : 39434-46660 FDA-U/mL)

= EE

ARG EE DAELIS AZHH g HI B A 6 Y o2 A oy
BREE SR - il SR B 0 VB I B L S A
RZRIZRECQWF G SHERE ZARER
MR - 5 HZFHATUR R H H %55 3% 550
He(E  BUR Dl Pl SR AR S AR ERE

60000 - | W Lot1
I Lot2

[ Lot3
[ Lot4

50000 -

40000 +

30000 -

20000 -

10000 -+

Pertussis Toxin Immunoglobulin(FDA-U/mL) é;,

E

60000

50000 -
40000 - %
30000 - %

20000 + %

10000 H i

Pertussis Toxin Immunoglobulin(FDA-U/mL)

LB BB RERMAOMEMEGIARERE
BEE 2B HZSENENE - (AZHCAIE
#EER 5 (B)HELRFIHE -

B FE SRR B e IR R
AR 2 58 MR A RS BR & B
AR & MR R E# S AE A - FrEBE
FESI175R DAL+ W LA21-30BR 3B M1 Fr i L i
151(30.75%) » 31-4055%E141-505% 77 B 55 —(22.17%)
FH =44(20.49%) « HH 8 IR EL E N R
ZRIEKEOME RS AEEE  EREER
HHEZBEYESEMHT - MPlE HZFHASUR
ELISAERHHIEZ YRS JIE » 38 35 18 I 5 S
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&I LB SRERERRRMAMTERRAAREREARE 25 A%ERNENE

Product

Lots tested b Fl

F2 F3

Mean + SD (6\Y% Mean = SD (6AY Mean + SD CvV Mean + SD (6\Y%
(FDA-U/mL) (%)  (FDA-U/mL) (%)  (FDA-U/mL) (%)  (FDA-U/mL) (%)
1 39182 £ 3347 8.54 9758 & 331 3.39 26660 £ 4404 16.52 45131 = 2934  6.50
2 30006 £ 3389 11.29 7375 + 845 11.45 19364 = 1842 9.51 39434 + 2114 5.36
3 35685 £ 5460 15.30 7235 + 760 10.50 20163 = 1131 5.61 46660 *+ 2634 5.65
4 30099 + 3762 12.50 N/A N/A N/A
Range 30006-39182 7235-9758 19364-26660 39434-46660
(FDA-U/mL)
Mean =+ SD
+ + + +
(FDA-U/mL) 33743 + 4494 8123 £ 1418 22062 £ 4002 43742 £ 3808
CV (%) 13.32 17.45 18.14 8.70
cu - MR L 2 R B2 Bk - ELE AR T
<17 onsscs | st s 00o {52 SRR 1B » EPE A K P
s1-65 |IRERERR o2 11.72% TR EEGEZ ZENRZ 22 5
41-50 238,061 _20.49% Eﬁing{g o FRHELE B SRR 7E B DI E 7 Al
31-40 264,280 _ 22.17% E&%**ﬁZ%ﬂiE@ﬁ%?ﬁﬁ%ﬁE ’ Jﬁt%ﬁ%ﬁ%@
21-30 341,820 sz s0.75% GIEERHE -
=L 47 4k s i IR 44 % o LN J
1720 [ _ 10.78% \ Kuf@ﬂ‘fiﬂ“/‘ﬁgﬁmf_ﬁrf\gﬁt R mfé’fﬂl/ﬁﬁiﬁ
e SRR B - R AR I - S S
0 100,000 200,000 300,000 400,000 500,000 600,000

R
B - %6FAEhEIAME 2 FAEMER

AR EEEMNIRESR =22 1.5 - fhrRedd
o T ST SR 2 ) T TE 7 ] B 82 A 2 3
BT AR -

&
BEMNS  GEMFZ A\ RERE QBB A
B H%FHAGUEE T{EF R B SN Z R LA L
[IEE:S:C 57N - wali=tll e Py Pl
ENIISGIE A E S )N RS & A= Ly I = gy

iR S B S ML T B AT SR B 1 BRI & P
REETIE 2R - TR AR R IG R - BIh
B85 RIEEEE -

SERK

1. TBbeEEE R HREZ B - 2006 <
HFEHLH » BSH ¢ 795-796 - {TEURHIAEE
=5

2. Code of Federal Regulations. 2010. Title 21 :
Food and Drugs. Subtitle 640.100-640.104.

3. Council of Experts. 2007. U.S. Pharmacopeia
National Formulary. 30th ed. pp.2229-2230. The
United States Pharmacopial Convention, Inc.

4. Council of Europe. 2007. European Pharmaco-
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BiFR— « ARIEIRE B WBIRRRS  #57 K% M 3R RIRE poeia. 6.0th ed. pp.2072-2073. Directorate for the
EXILEES Quality of Medicines of the Council of Europe
i

EAAE 3% .- (EDQM).
e 5. Krause, 1., Wu, R., Sherer, Y., Patanik, M., Peter,
Lot1 xxxxxxx463 J. B. and Shoenfeld, Y. 2002. In vitro antiviral and
Lot2 xxxxxxx484 - antibacterial activity of commercial intravenous

D CRh# 6% = . . . .

Lot3 xxxxxxx506 immunoglobulin preparations--a potential role for

adjuvant intravenous immunoglobulin therapy in

infectious diseases. Transfus Med. 12: 133-139.
6. BEREVTEIE A SEMEEESE - 2007 - 9645

B IMRESE TR - 77 - BFEUVEIEAGEITL

Lot4 xxxxxxx542

Lot 1 xxxxxxxDAI1
F1 GIith#H 5% Lot2 xxxxxxxZ2l1 EH

Lot3 xxxxxxxAKl W4 &4t -

Lot1  xxxx261 7. Lin, Y. C., Yao, S. M., Yan, J. J., Chen, Y. Y.,
F2 TR 5% Lot 2 xxxx961 FE[H Chiang, C. S., Wu, H. S. and Li, S. Y. 2007. Epi-

Lot3  xxxxGK1 demiological shift in the prevalence of pertussis in

Lot1l  xxxx3V1 Taiwan: implications for pertussis vaccination. J.

F3 TG 10% Lot2  xxxx6HI ERH Med. Microbiol. 56(Pt 4): 533-537.

Lot 3 xxxx9K 1




181
BB FH A 5k SIS R T (B 2 T 5

Evaluation of Protective Titers of Human Immunoglobulin
Products in Taiwan

DER-YUAN WANG, HSIU-CHI WANG, YI-JING LEE, SHU-CHING WENG,
WEI-HAO CHANG, LUNG-YUAN CHEN, CHIA-PEI LIN, YI-ZHEN YANG
AND CHI-FANG LO

Division of Research and Analysis

ABSTRACT

Intravenous immunoglobulin (IVIG) is made from concentrated human plasma and serum and contains
immunoglobulin G (IgG) as the main active ingredient. It is used in treating clinical diseases such as
immunodeficiency, infant HIV infections, Kawasaki disease and bone marrow transplant, and is thus frequently
selected as a treatment for various infectious diseases. This proposed six-year project was aimed to assess the
antibody protection titer of IVIGs manufactured from Taiwan and foreign blood sources, the status of Taiwan’s
immunization regimen, and the trends of recent disease epidemics. The results could aid the selection of a
treatment plan in clinical therapies.

This year continues the work of 2008, in which we have investigated 3 to 4 lots of IVIGs produced from
local and foreign blood sources released between 2007 and 2008, and adopted enzyme-linked immunosorbent
assay (ELISA) to examine the protective titer against diphtheria and tetanus toxins, and pertussis FHA antigen.
Pertussis toxin was added to the testing list in 2009.

The antibody titers against specific diseases for IVIG produced with local blood source are as follows:
diphtheria 2.05-6.26 IU/ml, tetanus 13.71-43.75 IU/ml, pertussis FHA 167-1927 U anti-FHA/ml, pertussis toxin
7235-46660 FDA-U/ml. Furthermore, according to the ELISA result, IVIGs made from Taiwan blood source
contain higher antibody titer against pertussis FHA than foreign sources, ranging from 2 to 11.5 times; however,
the remaining antibody titres are similar for both blood sources.

The investigation into the protective titers of commercial IVIGs could provide the information to evaluate

their potentials as biological preparations that prevent and treat specific bacterial infections.
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