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LALE2E B« Al EE S Rl 284 - BH5pH
7.0/4 OFEHERR TR ~ VKBS R - BEFRSH - &1L
$5 - Stilbazo » HARE - GRAK37%F S ~ BEMESL -
FE Bk ~ HPLCHR PR Z Ml ~ B 0 R AR HE o
Dithizone ~ E/KATR « W& Ll ~ Wil% ~ B -
HAHE RN - CHRREN - BRERSR = &R

(Merck * f8E]) - Micro BCA™ Protein Assay
Reagent Kit (PIERCE * 3£ ) - Karl-Fischer
titration reagent ~ fE/KFHEE (Sigma » 3E[E])
%o

2. e (LEE S B © Reference PRR'P-TT conjugate
vaccine * Primary antibody * Secondary anti-
body ~ High (Positive ) control * Low (Nega-
tive ) control ~ BAYJT R FT A - ABIFF R
JEHEHAS © TPV Reference vaccine (types I, II,
II) - Anti-poliomyelitis IgG (types I, II, II1 )
Anti-poliomyelitis IgG conjugated (types I, II,
1) ~ IPV positive control ~ HPV Reference vac-
cine ~ capture antibody (type 6, 11, 16, 18)
primary antibody (type 6, 11, 16, 18) - Prevenar
Reference vaccine (type 4, 6B, 9V, 14, 18, 19F,
23F)  Prevenar control vaccine * Prevenar anti-
body (type 4, 6B, 9V, 14, 18, 19F, 23F) - DL I
HHERE (f$5Sanofi Pasteur Limited, Sanofi
Pasteur SA, GlaxoSmithKline Biologicals s. a.,
Merck & Co., Inc., Wyeth Pharmaceutical Division
of Wyeth Holdings Corporation) &t + TPEK
treatment Trypsin (Sigma > 358 ) + Array 360
H HDilution#Buffer (BD Beckman * 3£ )
Control Standard Endotoxin * Limulus Amebocyte
Lysate ~ LAL Reagent water * Pyrogen free Water
for Injection » Pyrogen free NaOH and HCI ~ Pyro-
gen free buffer (CapeCod » 3EE]) -~ BEIFFRFE
HPUEMEREE] (Dade Behring » 3] ) ~ A%
HF = £ EPLR A (Mediagnost » 2B )
%o

3. MAEYE R RS © Agar strip (Biotest » {8 ) -
Fluid Thioglycollate Medium * Soybean Casein
Digest Medium * Steritest unitFfife 5 H i A/D/
K (Fluid A/D/K) (Millipore * [ ) ~ NE7E
W 5L ES - TSAJSDA plate (BH » &18)
BR7FIMIE ~ MEMES £ 5L - DMEMES I - F-12
Br B IRE B RIAT » Dulbecco's Phos-
phate Buffer Saline (Hyclon * 3B )  VERO
fHRERE ~ RK13MHAME « MRCSHHARE » Hep2
iR ~ MA104fEItk (ATCC » 35 B 55
fEfft) -~ EmikPE T A IRE R (GlaxoSmithKline
Biologicals s. af2fit ) ~ /NGRR3R SR 5T
[M% (Denka Seiken * HZAX) + Coomassie blue

(Sigma » Z[E ) - Rotavirus specific probes and
primers (JFEMEMEE ) ~ TagMan® PCR Core Kit »
RNase Inhibitor * Transcriptase ( ABI » 35[8] )
Molecular Biology Grade Water (Biotecx * 3%

B ) - Tween 20 ~ Triton X-100 + BB 715 GL 48
YU ~ BRSO » Gram Decolorizer » Gram
Safranin (Merck > (&8 ) % -
4.8k D EEEKE (A RAEER -
5 CcMEEAR (XEEEHARER
5E)  HWREFE - WEREE - BEL
(Inaba) EBd/NIAI (Ogawa ) FERLINE - fEE
B (Inaba) E/NI[EL (Ogawa ) FEALEHEE
m (FEESREE) ~ EELIERHER - FRER G
Efi#E=% (FDA » EE) ~ 5 HEEH L
(WHO Code. 66/3038%% A2 fHe )~ B
B HEZIRHE (ATCC » 2B ) - Bordet-Gengou
Medium  #EF Z#2EH (Merck » )
% °
5. Hm MM ¢ 15/50 mLEEE (Falcon
228 ) ~ Pyrogen free reaction glass tube ( Cape-
Cod » ) ~ 1/3/5/10 mLEE£HE (Terum -
HA) -~ MR ST B A ES 2 ~ 15 mL
EHERIME (BD » 2£E]) -~ 200/1000 uL{fi=
A4S Pyrogen freeffi &4 (CapeCod
B ) - 1/5/10/25 mLE =W (Falcon
EE) - EEE - MEAILEeE  GEkE
B WIESE o 96ILETE R - T-75M s &
i (IWAKI » HZA) -~ #3%fr ~ RiEpEEes
A5 ~ FHIRF AR - REGIERE A - UEAR - Bk
M~ 75% R~ BIYIH 36 - TTHALA210
Steritest for ampoules * TTHVAB210 Steritest for
antibiotics ( Millipore * 358 ) % °
EfEaREEEE
T Ea B S B A FEpH meter (EUTECH
CyberScan pH 1000 » #Hri0¥ ) ~ 53K
(SHIMADZU UV-1601 » AA&) ~ BT XK
(Precisa 180A - Fiii) -~ /KIBMIEFE (TKS
WB212-B2 » HA) ~ 37°CH:EF » 20~25CH:
6~ 30~35CHETEF (SANYO MIR252 * H
A~ MR IR RSEFE (RS biotech Galaxy R
EE) ~ BERESTTIEE (Bio-TEK Synergy
HT » £E) - #E0# (KUBOTA 1720 HA)
M (Olympus » HA) -~ #'E (L= #H
e« MERES (EF > 58) ~ kiE (5
B U-21M » EE) -~ SBEZREEZ (TOMY
$S-325+ HA) -~ REEZERERES - 2URIES
(APT 75> B ) - Steritest II System (Millipore
Steritest I * 3B ) ~ Array 360 system ( Beckman
Array 360 * £ ) - Karl-Fischer moisture titration
MKS-51 (KEM MKS-510 » H7A) % -
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g (2%~ NEFEEEE (2770~ BURE
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S ER26IE R BRI H 2,894 70 2 AT AR BRI &A%
EFEE100 % - FERIH AR L ER R R B
HIR— B 2R - BEXREYHEE &
TR MAEYESEE  FH D AFEEE R EHDUE R
Hbg s X hnE  HERERFBETEFERE - UE
5% (EIAZNephlometry) -~ fEE 5 « 4MNE ~ pH

xR BFEEHES RIS RHRA B REREE XEME &R
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— M B LR B RIE (LR [yl EAEY BN
1. 4B 179 1. #5 555 1. MEEERES 358 1. EEMEtE 397
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.iAEE 85 3. fHEAHERHAE 114 3. R Rk 1 3. L& 72
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{E ~ MR N3R5 k8 EalE: (In Vive) % - 2678fR
BgiE H rhdte EalisfiE H 2=k fa K B 1002K -
BESN - Bh26TE Ry By TE H o B R 5 & e B R Y R
A B R B A N 2BIRERE RS Y (TAF) WREZHE
H -

= AR AT R RERRET

HMETZEISFEI2H31H 1l # A B kG 2 e i
FREH LGSR  FFUR =R 0 Hf105RFR
Bl - AEERERET R A F R E R RS
UL R B AR IR B IR AT =% » HERSSIR R
A 0 A\ FEE A R EEEINEL
EE - EE - AR EE - HAKER ; EEFA
R IR 2 5 R TR P B B 3R SR e SR A (D B BR A FTHY
FEFIRE M - 185k » HUR ERG B SR EE ML A R
NEIRT125R 5 B R =R S A6 55R % i Bl E 3 R A
AIEE T o FROSHE A R b R R RS R e i S E 335k
TR (BZE6HR - f A7) -
= RSP RERERE R AR E4RET

01 4 i o Y 5 5 B MR BR B2 B
HHFEH A FSEM (AER=F) - WA EHE R
MR & 0 R T BB A B A E e
P B5E L (Center of Disease Control, CDC ) 84l
(2,283,866% ) ~ BEAMRHGERAT (Adim-
mune Corporation, ADI) 404t (2,453,735%]) ~ &EHIE

ZE R A RA T IIZ AR (Sanofi Pasteur Limited,
SP/C) 3t (232,630%) ~ HEFHAIELEFKRMOERA
HEEIME (Sanofi Pasteur SA, SP/F) 274t (3,392,243
)~ fay pE ) T 3 5T v BE R 0 A IR A F BRI R
i ( GlaxoSmithKline Biologicals s. a., GSK) 47t
(2,400,966%( )~ 1i7 p% 1 1 32 52 50 BERE IR () B PR A ]
{E B W% ( SSW Dresden, a branch of SmithKline Beecham
Pharma GmbH & Co. KG, SSW/D) 64t (724,905%() -
ERHER VD R EE % (3 PR/ F) (Merck & Co., Inc.,
MSD) 294t (609,638% ) F Erd A [N (TRl ) B
AR/ F (Wyeth Pharmaceutical Division of Wyeth
Holdings Corporation, Wyeth ) 93t ( 155,220%() -
— BEURAIE ZR B DL TRT 7 5 T 2% o v % () B BR A ] b
FIEFRa7# B % - HARRBBDEEYIRIE G ERA
Al BEHIREGRDEEREDERAT ; HaH
DI IEL BRI AR A REBER &% » X R
BEDEEVRH IR G ERAT > HEX AR EHEER
T EERR Iy A PR F] ELFIR R -

BlCARAEEE (B2 SO SN
EHEMZEA AT AL » EFERREEEE It
Ah o BEIRHE I 2 OHLIE B B Ry 7 fE A & 14 25 B 8 i 2 B
REEH - RE ARk HAIE— T2k DL L
BrEDITHEIG RN R ZEM - EBESEYEHF

(FDA) fAS9MFE2H17H%HE LT » FEIR91FE10H7
HIR#E R IR - ADMERE E R 2 ki A 50
HOST2 AR RBATEHE % - BINEE R ] - DA

&=~ BIERRAJEEHSGEMZAGET Al 58 B A AR BT R BT

LoEed R A MRERE I IREC (%)

7

T B R A E SR 7 4 57
BOCAEVRH R T A IRAE] 67
/Nt 10 6 60
B A

Aventis Pasteur Limited (Canada) 2 2 100
Aventis Pasteur s. a. (France) 14 5 36
GlaxoSmithKline Biologicals s. a. 18 11 61
SSW Dresden, a branch of SmithKline Beecham Pharma GmbH & Co. KG 1 1 100
Merck & Co., Inc. 12 7 58
Wyeth Pharmaceuticals Division of Wyeth Holdings Corporation 4 1 25
Chemo-Sero-Therapeutic Research Institute 1 0 0
Novartis Vaccines and Diagnostics Limited 1 0 0
Chiron Behring GmbH & Co. KG 1 0 0
The Resarch Foundation For Microbial Disease of Osaka University 1 0 0
NET 55 27 49
HaET 65 33 51
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520 R S JEHT 0 9511 H20 H AR H LT Z B A S -
L% N 1 20000004 FER > BYREERERGHR 2RSSR ERE
20 § { 1,500,000 i -
15 = 5 - =
0l = | tooo000 - BEEnRESEREH IR S
5 § m 1 500,000 %ﬁg—l—
. s Ry
CDC ADI SPIC SPF GSK SSW/D MSD Wyeth 955351#7!_1&*? B2 16911112,253,203 B E B
i HEE R ARE P16 29 A o Ry A 1k T“ﬁs:lj%
et AEA g Eﬁifﬁﬂl RS - Bl R 145 HEER S
B STRWERASRE AR BRI N
REEIEH S 4 B L B O R AL T
<M ~ 95 F E i A S R R X SR 265t =
Bt PO T
FRAER 5T mattmmm Ty x ome IR e g
;4( 8 8 (%) (%)
DTaP 2 8 213,005
1. Diphtheria/Tetanus/Pertussis . 13 377,605
DTwP 1 5 164,600
DT 1 1 38,370
2. Diphtheria/Tetanus 3 568,640
Td 1 2 530,270
Sucteria 3. Tetanus Tx 2 21 2,891,366 21 2,891,366 50 4.338.550
Polysaccharide 1 5 107,450 349) (354
4. Pneumococcus ; 14 262,670
Conjugated 19 155220
Polysaccharide
5.]I;Iaemoph11us influenza type Hib 7 132,163 7 132163
6. Cholera Cholera 1 1 106,106 1 106,106
HepB' 2 11 752,889
7. Hepatitis virus HepA 2 11 79,873 24 835,398
HepB + HepA 1 2 2,636
opV' 2 5 2,448,900
8. Polio virus 6 2,450,100
Ui PV 11 1,200 99 7,436,133
rus
9. Influenza FLU? 3 44 3352,680 44 3352689 (58.6)  (60.7)
10. Melease/Mump/Rubella ~ MMR' 2 9 532077 9 532,077
11. Varicella Varicella' 2 11 180,020 11 180,020
12. Rotavirus Rota 2 4 62,306 4 62,306
13. Human Papilloma Virus HPV 1 1 23,543 1 23,543
i DTaP-IPV+Hib 2 7 325,940
Bacteria/ " 4 b 1/p polio/ HBVY Hib 11 478520 Lo 478520
Virus DTaP-IPV-HBV+Hib 1 4 152,580 ©5 (39
HEgEt 33 169 12,253,203
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BEEY (REWESE N e RIEERE QRS
R G R (DT) BB HnH 0 =2 a5 ml 5 kiR & %
m(Td) ) ~ WEWEGREFE - MR K EE
(RETHEABEES B 2HEEY  (polysac-
charide ) E3FEES 142 HEREEE (conjugated polysaccha-
ride) ) ~ bAIFATIERECE EIMAREZE (Haemophilus
influenza type b, Hib) KEERLIZH (Cholera) 638 & it
LSO AL 2.2 34.9% » & 34,338,550 15 2
Z35.4% - FEMEES AN REE (FBRRER
(HepB)  ABIFRIEE (HepA) HABH K ARUMF 52
RE%EH (HepB+HepA) ) ~ /NFFREIEE (IR
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(FLU) - i EEZRERREGER (MMR)
KGR FEE (Varicella) - @iRi% 3% E (Rota) &
NEEA R A (HPV) F758 - Bt 154
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Survey on Batch Release of Vaccines and Toxoids in
Taiwan During 2006

SHU-CHING FU, HUEY-JEN DUH, HUI-CHIA CHAN, YI-CHAO LIU,
CHANG-WEN CHI, RUOH-ING YANG, TSO-LING CHEN, CHIA-PO LIN
AND ERICK T. T. SUEN

Drug Biology Division

ABSTRACT

This report presents the results of batch release of imported and domestic vaccines and toxoids during the period
from January 1" to December 31%, 2006. There were 26 items and 2,894 tests of inspecting and analyzing 169 batches
of 12,253,203 doses totally. All complied with the Chinese pharmacopoeia and other regulations. These 169 batches of
vaccines and toxoids belong to 33 licenses held individually by 6 vaccine companies and 8 factories, 38.7% domestic and
61.3% imported. The certified number of batches from GlaxoSmithKline Biologicals Belgian factory is the highest and the
certified number of doses from Sanofi Pasteur French factory is the highest. In 12,253,203 doses of vaccines and toxoids,
35.4% doses are for bacteria and 60.7% for virus, for both virus and bacterial are 3.9%. Top 3 by batches are influenza
vaccines, tetanus toxoids and hepatitis vaccines in order. Top 3 by dosages are influenza vaccines, tetanus toxoids and oral
polio vaccines in order. 44 batches of 3,352,689 doses of influenza vaccines were certified in 2006.

Key words: vaccine, toxoid, batch release





