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[ Abstract ]

would influence the stability and efficacy of drugs, was closely related to the quality, safety and efficacy of drugs. With more and more

As special commodities, drugs had closely relationships with human beings’ health and life safety. Impurity, which

attendance had been attached to the impurity’ s control in the development of drugs, researchers turned their attentions to the analysis
of trace impurity. In this paper, related progresses in recent 10 years were summarized, including guiding principles in impurity re-

search, technologies in qualitative research and general approaches in quantitative research.

[ Key words]

HRMENERE S, RIERLESE AR EER
R 25 dn T R A0 TE A LU R B A SR . S R A
ARAFTEANARBARNBEL, HRTPHEERSE
REB I ER LI AR, B X RBARNEE
WS e, RRE R RE G RS & RERIE
HIXBERZ—, SFDA WY& EE L HTE

impurity ; guiding principles; research technologies; review

WG A R o 2% B R AL R — R4
B YLIRIR AL R KSR E AR

FDA Xt % B el + 50 7= #% , AN X7 LW R ™
BIEXR, EHERENREE. X154 TILHE
JFIREE FDA BEMZY™ K BHEE =2
24 B X AR ™= £ BIE 259

&1 FDA BE#—%EH(2011.9 -2012.3)

= B A 5 g E &5
R T v S 155 363 ¥ 18 4 B B2 4 1 B 8 2 TR h bR m
TR R IR 18 137 ¥ O HHIRE S R R &R i
T otk T 2 G 24 664 & INARMTHRBIA 2 MERRFEIRE |
HhEBEORE 30 740 # HIRHE 12 A HFENRF SR m
FEREER 32325 1§ WEEME - HEHEBRRFERHE I
B ER P HG & 0 5 37 100 % HESAMAREM LR NEAARTER TiE i
HRBLEY R 1103 813 #i PSR- IEHEARFEIRE i
FE g 82 653 EEERE TR i

1 AYPEFHESEN
BRAIANTE T3 25 91 %2 1 B9 55 18 M T JF 46 5%

[fEEEA] % 8. &, BLHRE. Tel: 13167137980, E-mail ; nana
_li1989@ yeah. net.
[BRMEE] %L TFH. Tel:(021)81871335, E-mail: louziyang@ 126. com.

FEZR TR FT A = R B RO R 4 i & 3of A=A
BIfER ., i, O3 & HRE% ™ ¥ & 51 & Fanconi’ s
GAE.BAFUERE  ENETHATHRHELE
RIBREE KB R BI R BUR L, S8 100 ZAFET-",
Fibh L REHERTYE AT EREEE, XE
BArrTAS R EE R i RakFEH R



i LEaE 204E5 25 BERELEIW
182 Journal of Pharmaceutical Practice, Vol. 32, No.3,May 25,2014

Higraea™ HESHBT. B, REUEN

WEMRELE T TEIHIRE(ER2) .

®2 ERLIELHAESEN

L) S EN

A 75 Y A AR B R H R A & (ICH)

« Q3A(R2): Impurities in New Drug Substances

+ Q3B(R2) : Impurities in New Drug Products
- Q3C(RS) :Impurities: Guideline for Residual Solvents

+ M7 Assessment and Control of DNA Reactive ( Mutagenic) Impurities in Pharmaceuticals to

Limit Potential Carcinogenic Risk ( final concept paper)
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- EMEA/CHMP /CVMP /QWP /450653 /2006 ; Assessment of Quality of Medicinal

Products Containing Existing/ Known Active Substances
« CPMP/QWP/1529/04 ; Control of Impurities of Pharmacopoeial Substances
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+ Impurities in Existing Drug Substances and Products ( draft)

- Australian Regulatory Guidelines for Prescription Medicines; Appendix 18 :Impurities in Active

Pharmaceutical Ingredients and Finished Products
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BAHFE RERE bERE R E
<2g 0.05% 0.10% 1.0 mg"” 0.15% 5% 1.0 mg"
>2g 0.03% 0.05% 0.05%
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<lg 0.10% — —
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100 mg~2 g — — 0.2% % 3 mg"’
>2g — — 0.15%
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