HlEiL-
20 b HE S A P V4 B R B R 46 TR 41+
B ORGRTETEAFRAZ M 310009)

HESES RI55 XHEftRERE C
DOI  10.6039/j.issn.1001-0408.2013.21.01

XE%HS 1001-0408(2013)21-1921-03

B E B ARRGRARTE, RETHERBEAE . ik AREA LS F 2 A Y RBEARITEE A9 2K, 325 St
B A Ak Bk My R AR A R KX AR A IR IR A IR 2R A FI ST AT, AR I, SR 540 B RIA
A b bk My R AR SRR B AR B R AR A S B TR B SRR E B SR AR Y AT RN E RARE, MR S AL IR Y
T R BB R R B A T i R N, R UG BT IR IRy R, B I, B IIE 4 6, e B AR IER - MR E )
FA BB AT B B IR R AT IR AR R0 A T R A BT E R AAR S U AR BT A, A
M E AT IR £,

KR R Ak Ak MR SRR A B R T AR

Investigation of Cold-chain Logistics Facilities and Equipments Verification in Medicine Wholesale Enterprise
CHEN Yue(Zhejiang Fengyuan Medicine Co., Ltd., Hangzhou 310009, China)

ABSTRACT OBIJECTIVE: To provide reference for the complete medicine cold-chain and quality control. METHODS: The
cold-chain logistics facilities and related equipments of medicine wholesale enterprise were analyzed in respects of type, situation
and steps of verification, attentions according to relevant pharmaceutical laws and requirements and cold-chain logistics technologi-
cal normative documents. Some suggestions were put forward. RESULTS & CONCLUSIONS: The cold-chain logistics facilities
and equipments of medicine wholesale enterprise include cold stores, special refrigerator car and so on; at present, none of nation-
al standard of medicine cold-chain logistics management has been established and issued, and the performance verification of facili-
ties and equipments still in an exploratory stage; the steps of verification were as follows: principle confirmation, the formulation
of verification plan, the implementation of verification plan, summary of verification conclusion, preparation of verification report;
the matters needing attention include periodical re-verification is necessary, metrological verification and calibration of facilities and
equipments should be carried out timely, and the operation regulation of transportation should be developed, etc.; it is suggested to
improve the system, renew management concept and develop feasible verification plan.
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Outline for 36 Edition of USP-31 Edition of NF
ZHANG Di, FAN Hua, ZHANG Li, YUE Qing-yang, SUN Ling-ling(Liaoning Institute for Food and Drug Con-
trol, Shenyang 110023, China)

ABSTRACT OBJECTIVE: To understand the basic information of 36 edition of USP-31 edition of NF (USP36-NF31). METH-
ODS: The basic content of USP36-NF31 and its difference from USP35-NF30 and 2010 edition of Chinese Pharmacopeia (ChP)
were introduced. RESULTS & CONCLUSIONS: Compared with USP35-NF30, 10 items in general chapters, 10 monographs in
NF and 118 monographs in USP have been revised in USP36-NF31. Compared with ChP, there are differences in revision regula-
tion, temperature, weight and range, etc. United State Pharmacopoeia Commission annually update and revise USP-NF since

2011, it is worth learning from them.

KEY WORDS USP36-NF31; General notices; General chapters; Monograph; Emendation
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