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ADE  Adverse Drug Event Z4¥ R 4
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CFDA China Food and Drug Administration FE 2y B R
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GMP Good Manufacturing Practices K I72E /= HiyE

HPLC High Performance Liquid Chromatography =0 #H
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IDL  Import Drug License 1 1124 3 HHIE T3
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NMT Not More Than A KT
NA Not Analysis Al

OTC Over The Counter JE4bJ7 2
OO0S Out of Specification A& H%

PSUR Periodic Safety Update Reports & 3% 4> L4l 25
QOS The Quality Overall Summary it & AR
QA Qulitity Assurance iRk

QC Qulitity Control  Jii= 4 il

Rx Prescription Drug #Ab75%

RS Reference Standard X B /i
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UV  Ultraviolet 246G

USP  United States Pharmacopoeia 3% [ 2 it
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Drug registration application 3 JI} H11#5
Supplementary application #h 75 H1if
Drug regulatory department 24 i V& 551
Re-registration application 73 /iff
On-site inspection H37% 2
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Testing methods o % 572
Quality specifications i fHFR
Stability fese P

Drug approval number LS5
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Workshop %=[H]

Safety 4=k

Efficacy A %1k
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Applicant HIiF A
Biological product A4=4l|
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Variation 485
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Specifications verification #rifE &%
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streptococcus pneumoniae Jiti 2 FEER B
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Inactivation K&
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Bacterial strain [ £
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Cultivate £57%

Stir i+
Concentrate R4



Turbidity %y
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Microbiological control (444 il

Thimerosal AR
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Dose and uniformity of dose 7l|& M 5—+k
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Antigenic activity $TJTEME
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Leaflet 15

Active ingredients 54>
Approval documents HEEE B SCAF:
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