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P NEAT Z A (lot release system) » DAHELR R
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ERIIFEHER - IREBFINEETRE
B - S EsE o iR
W T AR ERGEEE ,  UREMINE
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(P i B A
1 ALER GBS« PR EE 3 it gl - B
FEpH 7.0/4. 0fRHEAR K - VKEEME -~ BS
Fedh « &AL$n - Stilbazo » EIfE - FEFE
# ~ & - Dithizone » & 7/KIAW ~ 4
#Abhx ~ WEE > By - HEERK - &

TE IR Eh ~ Dk IR ER - = & BEBE (Merck »
) ~ fE/K S (Sigma © EB) KGR
F37%F B - HPLCHRAF 2 Bk ~ Wi
IR AL HE 5~ Micro BCA™ Protein
Assay Reagent Kit (Pierce * 35) » Karl-

Fischer titration reagent< °

B LS ES - Reference PRR'P-TT

conjugate vaccine * Primary antibody »
Secondary antibody * High (Positive)
control » Low (Negative) control » BRI/
RIF IR - AT R B R
IPV Reference vaccine (types I, II, III) »
Anti-poliomyelitis 1gG (types I, 11, II) »
Anti-poliomyelitis IgG conjugate (types
I, II, III) ~ IPV positive control ~ HPV
Reference vaccine * capture antibody
(type 6, 11, 16, 18) » primary antibody
(type 6, 11, 16, 18) » Prevenar Reference
vaccine (typel, 3, 4, 5, 6A, 6B, 7F, 9V,
14, 18C, 19A, 19F, 23F) » Prevenar
control vaccine *» Prevenar antibody
(typel, 3, 4, 5, 6A, 6B, 7F, 9V, 14, 18C,
19A, 19F, 23F) » DA E¥S R (B 56
Sanofi Pasteur Limited, Sanofi Pasteur
SA, GlaxoSmithKline Biologicals s. a.,
Merck & Co., Inc., Wyeth Pharmaceutical
Division of Wyeth Holdings Corporation)
f&flt + TPEK treatment Trypsin (Sigma *
FEE) ~ Array 3605 FIDilutionElBuffer
(BD Beckman * 3£[E]) » Control Standard
Endotoxin * Limulus Amebocyte Lysate
LAL Reagent water * Pyrogen free Water
for Injection » Pyrogen free NaOH and
HCI » Pyrogen free buffer(Cape Cod > 3
B) ~ BAYIT R E i DT AR B Al (Dade
Behring @ {8E) ~ ABIFRFZE TR
Bt 7l(Mediagnost » 855 -

AP RSN ¢ Agar strip (Biotest

#[5]) » Fluid Thioglycollate Medium »
Soybean Casein Digest Medium ~ Steritest
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uniti B S eI (Millipore » £ E) »
TAI 55 5 I PPN EE © TSA K SDA plate(FX
o) lBAME - MEMEE
5 - DMEMES &3 ~ F-1255 85 - i
HEH#Z AT  Dulbecco's Phosphate
Buffer Saline (Hyclon * 32[E) » VERO
AR ~ RK13HIAERE ~ MRCS5#H i
B~ Hep2 il fEFE ~ MA 1045 B i
(ATCC - ERFHEMEZAL) - #ikE 5
HEHIFE H (GlaxoSmithKline Biologicals
s. afEfit) ~ /NGB B2 SR PR P
& (Denka Seiken * HA) » Coomassie
blue (Sigma * 32[) » Rotavirus specific
probes and primers(FEFE (L) + TagMan”
PCR Core Kit * RNase Inhibitor »
Transcriptase (ABI * Z£[) » Molecular
Biology Grade Water (Biotecx » 32
B{) » Tween 20 » Triton X-100 ~ H %
PE A AL SRR~ RO~ Gram
Decolorizer * Gram Safranin (Merck > {&

8%

(B  NEBEEEEE 58) - K

B(BEZEEYFL - S8R 58 -
ELIEENEE Y S Ji= )
HWEsE R~ G R ER - TN
BR - FUEM G R BT R (FDA » £
Bl) » H H e IR HE A (WHO Code.
66/3038F R Z AR HEAL) ~ BRAG H HIZ
FRE(ATCC » E[E) + Bordet-Gengou
Medium 5 2 8258 & H (Merck » &
Bl)F -

SEEME I EE e ¢ 15/50 mLEEOE

(Falcon * 35[E]) » Pyrogen free reaction
glass tube (Cape Cod * 3EE) ~ 1/3/5/10
mLFE S # & (Terum » HA) » EEF
B (Bt E M ST 88 ~ 15 mLBER £
M4 (BD - ZE) ~ 200/1000 pLikEK
B~ Pyrogen freeffl &= W& L (Cape
Cod » FERE) » 1/5/10/25 mLE &R E
(Falcon » EH) » E&EJ ~ MEXLLHE

o OEEE - s 96FLEGE
 T-75f RS B AWAKIT - HA) »
I WEEEE - EUsEEH
JHT ~ JEAR ~ B A SR - TTHALA210
Steritest for ampoules * TTHVAB210
Steritest for antibiotics (Millipore * 35[5)
& o
G fF
TEMHZEH L E B pH meter
(CyberScan pH 1000 > Eutech * #iI#%)
53N EEF(UV-1601 > Shimadzu > H
A~ BT R(XS4250C/-SCS » Precisa °
Hi i) ~ KB IR S (WB212-B2 » TKS »
HA) » 37°CHEER ~ 20-25°CIH&ERM
30-35CESZE #H(MIR-554 ° Panasonic *
H ) ~ #1435 7% 2= 78 (Galaxy R
RS Biotech @ E) » BERESITEE
(ELX405 » Biotek * ) » B/ [ B (KN-
70 » Kubota * HA) ~ EMEI(BXS51 »
Olympus » HA) » & 07 AH 2 B
(CKX41 > Olympus * HA) - MEEES
(Class 1I » Bioquell * Z£[&]) + vkFH (MPR-
1411R » SANYO » HA) SR IKE
#4(SS-325 » Tomy * HA) + IRIEZZ KA
o BUFEHITESH(APT 75 » Ellab - ) »
e 4 G, 40 R A I 45 L (Sterritest equinox
Millipore » EE) » gk [E A € mEH
FAfE(7500 - ABI v EE]) ~ KT EEHEIE
ZH(MKS-510 * KEM » HA) » i@
f#(Immage 800 * Beckman coulter > =)
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FAl) ~ [ BRI K8 1341 (988,93975) fr oA 4= )
2 R (A A AR 35 25) 251 (166,494%]) - 1F
225 B RET AR RRITEISE
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B 6HIE RIS - O e K13 H
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x—  12FEBREMERTTRISERHRZ 4 H
KEIE

LGl fF #

e R 225

Ph 5 (%)
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TR RPN EH 5 5,532 (<0.1)
ML S A 134 988,939 (7.9)
HEeAyggn 25 166,494 (1.3)
#a gt 389 12,511,777

AESRIEH - Bt 33 REETE - BE
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HEH - BIEE AR BB A R Bl
() — e LS E - 10EREEE &5
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EXEHET R
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AN 230 $#EBI(UIEIA, Nephelometry) 814 R FER 460 EEFEFMEHE 434
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HRE & 130 HHEAFERHE 123 BiEHBAIERE) 102 #&H 329
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TR &= 94 LG = 5 LR 69
HEE 107 NEEEHE L6
GIRE 46 B 29
SEE 5

iy 4
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O bR B « ST ERIEH & 511,831
Ko EFEER(814R) ~ sUEHEE (842
)~ MEANEZHRB023X)  INEAS
EATR) RIFREL TR Z & (SK) -

EmEY 2 - 3R EBIEH &5645
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BUEABR AR EE - 1027K) -
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FENFGAER(29°K) -
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& FEEEDIEIA ~ Nephelometry /5 1517
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W% - RYgEEE T - FEE S ST
NEZRBRABSCHEE A 2ERIEESY
(TAF)REREZIEH -

T ERERSRRENECHEHZ
Rig%

1024 [ ¥ i i i o ) B B2 H IS 340
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AP FIEE (G440t - 210,000%]) ~ J5E A 5 8
HMEIEMIEM: E HEZ » NS/ N B &%
B (G240t 0 200,140%) K it 22 PR R R E R it &
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oy R 2 5 S 3 3R (FE 74 » 309, 1427])
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1024F BEIZ 1 BT SRR BB A - 0

1 ° 9k 10 B {3t Byt il & A1 i R LU B2
R T E R - (RAERBEI0H1IHAE
TR vy o BT AR -

= BEEEHEESRNERHERHT

BRI S HTET

1024 & 58 i g BBk 2 2254611,350,812
EE R EEE R - RIREG R IR B
B E ~ B ER B R S EEE -
— S B 1 58E - BB & 2 AR E TR SR A
F=-

53 M 1024 B A FE 2 v 50 i B B el L X
B &2 AA#E  BUTIBIZ R3S - IRIF
R T RCE E T (454t ~ TEEHE R EE R
(394th) K EmAR R B (194Hh) - I THIE RT3
KPP Ry U AT IR E 2 (3,482,9227) ~ W& hiY

B EAE T35 (1,683,8 107) K AT 4 %14 (1,112,852
Fil) -

A BT 1 Y2 /B 6 2B I B R S ) MR R % S
FEAHAE AL B H IR &% 1 (DTaP) ~ W5 A
B (Tx) ~ i RBEER % i (Pneumo) ~ JiLfT
MERSE RERE A R R ARz e R sk o it
Btk esHAE 2 80.228.9% » FilE 13,392,046 7
52 E0229.9%  WHIEEE BER RIEE (&
BAUFF R IE 1 (HepB) BLABURT 22 % Fi (HepA)
WATHERCE E S (FLU) ~ s TR & = 2
REEETMMR) ~ KEEH (Varicella) ~
IRFEFEEE (Rota) » HAMRIEH(JE) » #HEL
FEH(FY) » JE KA 1 (Rabies) ke AFHFLZE
HEEEHPV)HFM - #EEIL 138t a2
61.3% * Fil&3£6,891,046F{5 4 E5260.7% °

BLAh » Rl AR 5 B B R R

&= 102FERE S RIS HUX BB B ET R

N _ e s 2 j o o B s
R R pewtoRgEn ] moom g Doecet RS
G (%) (%)
Diphtheria/Tetanus/  DTaP 2 3 24,860
Pertussis
Tetanus Tx 1 39 1,683,810
Bacteria Pneumococcus Pneumo 3 17 728,276 65 (28.9) 3,392,046 (29.9)
Neisseria meningitis ~ Meningitis 0 1 2,000
Mycobacterium BCG 1 5 953,100
tuberculosis var. bovis
o HepB 2 11 994,633
Hepatitis virus
HepA 2 10 118,219
Influenza FLU 4 45 3,482,922
Melease/Mump/RubellaMMR 1 10 755,510
Varicella Varicella 2 12 264,783
Virus Rotavirus Rota 2 19 301,230 138(61.3) 6,891,046 (60.7)
Japanse Encephalitis  JE 0 13 668,200
virus
Flavivirus FY 0 2 5,000
Rabies virus Rabies 1 7 82,050
Human Papilloma Virus HPV 2 9 218,499
; DTaP-IPV +Hib (5inl 2 15 686,540
Bacteria/ 1y 1p potio/ Hib - (Sinl) 22(9.8) 1,067,720 (9.4)
Virus DTaP-IPV (4inl) 1 7 381,180
HEET 26 225 11,350,812
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(HPV) R i T 1R Ik B ¥ i Sy i o T B T 5%
FERAREFFF -

R 2l {5 JEL K 2 22 (T SR E R R R 47 BB
HEBRWERREEEE e AEHER
BALEOR - 102958 - ZFEE ZBEE A
e B OIS R B Y B R v BOE  - P B
BATHEFI RS0 1FAHT - EHLEE101/76
I IR394tt -

00~ SHATMER B 2 E AR R
it

FATIERRE W3 R — T E RS54 GEET
i H IR BN Y) ORI - EREEEE
BRAFRAT » WTHRRE ZER R &8
EHEBFENR - BRELEGERL -
WATIERR'E - BERITHIG T AR W%
Ty A H M B S T IR Y
Pibe - e 5 R N B R R H IR 3 0 DA
AL EER  RCERER o T BT A B AR
FHIEREY < GRIEE B R A T 1933

AR A Smith K H[F 5 H 5 A B8 N DD 4 B
HARI R © B 1945 58— M iE bR
FBIEERER EHES » S HCE
G704 « FEIH 0T - BT A 655 A I
BNNEEE ; 2FE  KERBEZBET
fENE ~ AR ZIEHRAS - B5EHE
HEHBEAE - AN EEER S ; 93 £
e EH L B2 AT 245 5 964F /& » 1Y
B N— ~ ZAERER T R A RS T 5 974F
FE o BEINE ARG E ~ 2-35 % 5 R BN =
VULERREREE 5 O84FFE » G322 B/ N A B i1
IR E TR GESHEAE - 10144
W/ N~ NEEREREE 5 1025958115 60-64 5%
HiE et g - g A B E T H5E
K BB RE 7R K E W FEIG AN - 984F
HIN U B R RGOS B BRRRAT e R FERR %
ook o VLR R B R R TR 98 4F S 99
wanE— - FEEHINUF AR R IE®EE - B
1004 & it JBk 722 1 i B ot el = th B i (e i 245
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RE

2 il R ERERGEN RO AERA
|5 18 43/ F](Wyeth Pharmaceutical Division
of Wyeth Holdings Corporation, Wyeth) 94t
(587,356%) ~ g s & il 2 (Centers for
Disease Control, CDC) 5#(953,100%) + #:4
JEIE (3 B PR /N F](Sanofi Pasteur Inc., Sanofi)
29#1£(1,562,3557) ~ 5 EGERER AR A
(Novartis Vaccine and Diagnostics GmbH & Co.
KG, Novartis) 1741(830,685%!) + SErE 2k 5
SRR I ) A RS F] 5 8 93 /2 Fl(Merck Sharp
& Dohme Corp., MSD) 43#1(1,471,163%1) ~ 1
P T 32 SR e BE i I (B IR A B B 4 A F]
(GlaxoSmithKline Biologicals s.a., GSK) 504t
(2,081,3317) ~ BEOEAEMRIE B ERAF
(Adimmune Corporation, ADI) 593,196,622
By ~ RO A B2 ZE B 5 IR 22 F] (Boryung
Biopharma Co., Ltd.)83£(401,200%1) & = &%+
T A PR/ F)(Green Cross Corporation)SHft
(267,000%() - [E = BRIt KEPDIBDEAEYIRHL
R AERRA TS9O i % - X MRS %
R s R ERA R GE S AF - HEXE
LGB RER B N ERAFGE S AF
VBRI AT R B A YRR B TR A F Ry
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AGE S AF  BFHRXREHEFERDERS
T e

N BEEREEELE RS E R E
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1 TMAE]
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: - 184048 LA
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b T F
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miEXREERRRA

FH A o ZE AL BT R T BURk X E
TR FEE St v R St A A VL P o 2 B W
'H o TWERIESH2TH AT Z TiEE S
PR IEZE X Bt e TR S B B B TE |, B
E o P HHE XS F(cold chain)if B R IR L
W R EEAIGEKEE - B Sk ARFE/
BREAREE FRER - RFIRERENF
RS TR B R S 2 IR R H B
BEEFRE RFREERE RS EHEE
b2 IR R A A B R ZE X R
FEHIE - MRS Em THE  BEAARF 2R
FE/EREBLES 1 0 RRRN R P S P B M
M TERR - AN ZHREAFRE 2R
SR - H HER A2t E L2 ek
B -
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RO 2FEREE A RSRIHEERRE
EEHBHRE
R #t# Pl &
MMR 1 1,920
DTaP-IPV +Hib (5inl) 3 26,550
DTaP-IPV (4inl) 1 2,400
HepA 1 810
FLU 2 19,200
HPV 1 4,510
Varicella 1 7,056
8 &t 10 62,446
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Results from Annual Surveillance of Batch Release:
Vaccines and Toxoids in Taiwan, 2013

HSIN-JU CHANG, TZU-HUA TENG, LUNG-YUAN CHEN,
HUI-CHIA CHAN, HUEY-JEN DUH, YU-HUI HUANG, YI-CHAO LIU,
CHANG-WEN CHI, JIA-CHUAN HSU, YI-CHEN YANG,
DER-YUAN WANG, YANG-CHIH SHIH AND HWEI-FANG CHENG
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ABSTRACT

Batch release for biological products is an important mode of regulating vaccine safety and quality,
as mentioned in article 74 of the Pharmaceutical Affair Act in Taiwan. This report presents results from
the batch release of imported and domestic vaccines and toxoids in 2013. In that year, 225 batches of
vaccines (11,350,812 doses) were released in Taiwan. Among them, the proportion of batches to doses in
domestic and imported products were 28.4% (64 batches) to 36.6% (4,149,722 doses), and 71.6% (161
batches) to 63.4% (7,201,090 doses), respectively. In total, 25 items were performed, covering 4,667 tests.
All of the test results complied with the Chinese pharmacopoeia and with other regulations. From our
findings, the top three batches of vaccines released were Influenza vaccines, tetanus toxoids and rotavirus
vaccines in order, and the top three dosages of vaccines released were Influenza vaccines, tetanus toxoids

and hepatitis vaccines.

Key words: vaccine, toxoid, batch release



