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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.
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WA 2EF BT,

1 USP36-NF31 £ K% 5 USP35-NF30 B LL 5

USP36-NF31 {1 % L5l (General notices) . i | (General
chapters) 357 (Reagents) . 2% €] & (Reference table) \ & il b
757 ( Dietary supplements) \NF 1F 3 (NF monograph) Fll USP 1F
SC(USP monograph) . % 1 (Y EZ NN LG @I K57 2
FEFR AR NF IESC, 5 2 M FEANAE N H S L
% USP %18 A~1. 58 BRG], & 3 M EENE N e #E Hx L
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1.1 JLfi
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W BT
L2 i@m

300 U0 47— P 0 A3 5 5723 (General tests and as-
say) . — {5 B (General information) FlI € i #h 72577 , USP36-
NF31 3 0] 5 %2y 258 L3 15 5 USP35-NF30 44 , USP36-NF31

AT 7 35T, 1 m 3 00T, IR 2 90, BRI AR 2.
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Tab 1 Major content of general chapters for USP36-NF31
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Tab 2 Revision items of general chapters for USP36-NF31
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USP36-NF31 i 2 £ i b 78 570 35 220 /> & Bl , % USP
35-NF30 34117 94~ il , G046 B EH AL (Black pepper) &I
¥y (Powdered Black pepper) . BESIAU #E B (Powdered Black
pepper extract) FEEEZE F (Melatonin tablets) ARV PE4EAE R 11
fik %5 (Oil-soluble vitamins oral solution) | 75 4 5t A4 g 7 P
7 1 & 8 %% (Oil-soluble vitamins with mineral capsules) , & "
YR BB Vs P 4 2 R 11 IRV (Oil-soluble vitamins with min-
eral oral solution) . & & #) BT BN PE 4k 4= & A (Oil-soluble vi-
tamins with mineral tablets) . PN {4 i€ £ K # & (meso-Zeaxan-
thin) .
1.4 NF31

Wk <LpBENTER

- 1924 - China Pharmacy 2013 Vol. 24 No. 21

NE31ALAEAEFI A PN ER 23, Hoh FiDRRE i3k 13
T30 A Al AR IR IR T 400 AR AP . 5 NF30 e,
NF31§ EHRIMELT T TN, 23590 4 F v o IR SR 4R
R ENANER AT %‘%Uﬁ“@'& 80  FREME ZEALRFI I T
3AN AR, J3 IR 58 TR T LR R T =R
1.5 USP36&it

USP36 516 210 1737 3 900 A& F . 15 USP35 4,
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Tab 3 Additions of monographs in USP36
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F4 USP36 FiEITmH
Tab4 Emendations of monographs in USP36
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note: ** means deleting the item; “ “means adding the item
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Tab 5 Symbol of USP36-NF31
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Analysis and Policy Suggestions about the Security Problems of Pediatric Medication in China

GUO Wen-jiao, OUYANG Zhao-lian, WANG Yan-bin, CHEN Wei, CHI Hui (Institute of Medical Information,
Chinese Academy of Medical Sciences/Peking Union Medical College, Beijing 100020, China)

ABSTRACT OBIJECTIVE: To put forward reasonable suggestions to promote the development of clinical trials and security of pe-
diatric medication. METHODS: The situation of pediatric medication in China was investigated by literature analysis and network
investigation. The problems and causes for the security of pediatric medication were analyzed, and foreign experience was investi-
gated in order to put forward some reasonable suggestions. RESULTS & CONCLUSIONS: Pediatric medication is in urgent need
but has risk factors, and it is difficulty to develop clinical trial while laws and regulations of management are absent. Medicine mon-
itoring and evaluation are not enough after listing. We should set up motivation mechanisms, and encourage clinical study; conduct
expert guidance, and promote clinical study; develop multi-channel research and expand the range of pediatric medication; strength-

en post-marketing evaluation and surveillance and guarantee the safety of pediatric medication, etc.

KEY WORDS Pediatric medication; Security problems; Management measures; Policy suggestions
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