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Ca=[ (BREPIMERRIBPIME) /RIETHTE]
x100%
= (X-u) / (T/2) 1x100%
T=Sr-S=#E LR-BIE TR (HAE)

— - RZFEBESIECP (Capability of precison) &
REENRERDPBDR - KERE-JHEE -
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70~ RIFZRENISBI(#B 51581 ) Cpk( Process capability

index ) AEPBRERPBRACRSIEH ' KK

AFZERENFIIEERESRERBPOLUARE

REEHESEKR 8 Cok BXEF  REKBS
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H:I:E

Bl Ca~Cp~Cpk EfER :
» ETEDE Ca~ Cp~ Cpk {& °

LK Ca (%) Cp Cpk
2017-1 6. 25 1. 36 1. 27
2017-2 6. 25 1. 36 1. 27
2017-3 6. 25 1. 36 1. 27
2017-4 6. 25 1. 36 1. 27
2017-5 3. 13 1. 89 1. 83
2017-6 6. 25 1. 36 1. 27
2017-7 6. 25 1. 36 1. 27
2017-8 6. 25 1. 36 1. 27
2017-9 6. 25 1. 36 1. 27

$6Em17E%Eﬁiﬁﬁﬁiéﬂm2§&%m%rrmﬁﬁ EVEEERI D RERHI
B/ HRE ) x100%] °

BHHIDEKS -

BSIEHER[ (F199

tE
RExD

EDE

+=
s’

)

Hb R A B
2017-1 97. 47 97. 44
2017-2 97. 47 97. 46
2017-3 97. 49 97. 46
2017-4 97. 47 97. 46
2017-5 97.18 97. 44
2017-6 97. 47 97. 46
2017-7 97. 49 97. 46
2017-8 97. 47 97. 46
2017-9 97. 47 97. 44
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2017-4 #4a (A1 17%: B :0.75%) %4 (RIDn=10"")
2017-5 #%4 (A :1.54%: B : 1. 64%) %4 (RIDn=10"")
2017-6 %4 (A :1.54%: B @ 1. 14%) %4 (RIDn=10"")
2017-7 #4 (A :1.50%: B :0.91%) #%4 (RIDw=10"")
2017-8 #4 (A 1.30%; B :1.71%) #%4 (RIDs=10"")
2017-9 %4 (A :0.75%: B :1.68%) %4 (RIDs=10""")
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Quality Review of Frozen Dried Lapinized Hog Cholera Vaccine in
2017

CC Hsieh”, SN Wu, CC Chou, CS Hwang, CH Tseng
Animal Health Research Institute, Council of Agriculture, Executive Yuan

Abstract Classic swine fever is one of the major animal diseases in our country. At present, the
disease is mainly controlled by classic swine fever vaccine. In order to effectively control this
disease, vaccine of excellent quality is necessary. During the vaccine manufacturing process, the
quality of the vaccine must be assessed through process control quality and follow-up product
quality review. The implementation of process quality control and product quality review aims at
confirming the consistency of existing processes and the current specifications for the
appropriateness of both the original raw materials and final products. We used effective quality
control tools for improving the consistency of process and overall product quality. We also can
obtain a broad overview of product data to understand its trends, and help us to determine the need
for revalidation and change. A total of 9 batches of frozen dried lapinized hog cholera vaccines
produced in 2017 (approximately 2.15 million doses produced) were subjected to a quality review.
The review items were included process quality control and quality control inspection results. The
review results were in line with standards to reconfirm the quality of this product.

Keywords: classic swine fever, frozen dried lapinized hog cholera vaccine, process quality dontrol,
quality control

*Corresponding Author
Animal Health Research Institute
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