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Existing Deficiencies and Key Points of Cold Chain Verification of Pharmaceutical Wholesale
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Enterprises in Hubei Province
HU Jing, HUANG Lei, JIN Jing, GUAN Yuzhou, WANG Jing
( Hubei Drug Administration Center for Evaluation and Inspection, Wuhan , Hubei, China  430071)

Abstract: Objective To provide a reference for cold chain verification of pharmaceutical wholesale enterprises. Methods Based on the
seven years of on —sile inspection experience in the implementation of the newly revised Good Supplying Practice(GSP), through the
on — the — spot investigation conducted by pharmaceutical wholesale enterprises and third — party cold chain verification agencies in Hubei
Province, the defects and deficiencies in the cold chain verification of Hubei pharmaceutical wholesale enterprises were summarized and
analyzed,and the key points of the verification process for cold storage,refrigerated trucks and incubators had been refined and supple-
mented. Results and Conclusion There are some problems in the cold chain verification of pharmaceutical wholesale enterprises in
Hubei Province, such as low corporate participation, low independent verification rate, mere formality in the verification process and in-
complete understanding of the verification items required by the GSP. Enterprises should strictly abide by the requirements of the GSP
and implement the verification based on their own actual conditions,so as to ensure the quality and safety of the pharmaceutical business links.
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Tab.1 Classification of verification objects

e § ik Hibitg BANR "AKR

hE - BREBRRE Hibna AAEAENREE  ARERREERL
REALLARE AR

hEE BRERER WA ALEARRREE  KOLBRAFLE
TRALLARL

REH  ARERER AHALE FEA RAFR LLEE  MOLERAKE

kg ke

AEE ARERER RAIHA EOR MRET EARFE, SLERAIAK

PLESERY

B B AR 09 2 e L R AR Y JE IR ik
Note: Since there are very few pharmaceutical wholesale enterprises

equipped with refrigerated boxes,they will not be discussed in detail later.
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Tab.2 Comparison of the advantages and disadvantages between

independent verification and entrusted third — party verification
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